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NOTICE: This compilation incorporates the most recent revisions of rule and statutes available
as of July 1, 2009. Note that this compilation is not an official version of the Indiana Code or the
Indiana Administrative Code. It is distributed as a general guide to Indiana pharmacy law and
regulations. It is not intended to be offered as legal advice, and it may contain typographical
errors. Neither the Indiana Board of Pharmacy nor its staff are able to provide legal
advice on issues contained herein. For legal advice, please consult an attorney.

To obtain official copies of the Indiana Code or Indiana Administrative Code, contact your
nearest public library or visit the website of the Indiana General Assembly at
www.in.gov/legislative. If you wish to obtain additional copies of this law book, they are
available for free on our website located at http://www.bop.IN.gov.

For questions about federal law and regulations pertaining to drugs and the practice of
pharmacy, contact the nearest office of the U.S. Food and Drug Administration (FDA) or the
U.S. Drug Enforcement Administration (DEA).
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IC 25-26-13 Regulation of Pharmacists and Pharmacies
Creation of Board
IC 25-26-13-1 Public Interest

Sec. 1. The practice of pharmacy is declared to be a professional occupation in the state of Indiana, affecting the public health, safety, and welfare and
must be subject to regulation and control in the public interest by the board of pharmacy. It is further declared to be a matter of public interest and concern
that the practice of pharmacy merit and receive the confidence of the public and that only qualified persons be permitted to practice pharmacy in the state of
Indiana.

As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-1.5 Continuation of accrued rights or benefits

Sec. 1.5. Aright or benefit accrued under IC 25-26-1 through IC 25-26-12 before July 1, 1977, is continued under this chapter.
As added by P.L.1-1989, SEC.52.

IC 25-26-13-2 Definitions

Sec. 2. As used in this chapter:

"Administering" means the direct application of a drug to the body of a person by injection, inhalation, ingestion, or any other means.
"Board" means the Indiana board of pharmacy.

"Controlled drugs" are those drugs on schedules | through V of the Federal Controlled Substances Act or on schedules | through V of IC 35-48-2.

"Counseling" means effective communication between a pharmacist and a patient concerning the contents, drug to drug interactions, route, dosage, form,
directions for use, precautions, and effective use of a drug or device to improve the therapeutic outcome of the patient through the effective use of the drug
or device.

"Dispensing" means issuing one (1) or more doses of a drug in a suitable container with appropriate labeling for subsequent administration to or use by a
patient.

"Drug" means:

(1) articles or substances recognized in the official United States Pharmacopoeia, official National Formulary, official Homeopathic Pharmacopoeia of
the United States, or any supplement to any of them;

(2) articles or substances intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or animals;

(3) articles other than food intended to affect the structure or any function of the body of man or animals; or

(4) articles intended for use as a component of any article specified in subdivisions (1) through (3) and devices.

"Drug order" means a written order in a hospital or other health care institution for an ultimate user for any drug or device, issued and signed by a
practitioner, or an order transmitted by other means of communication from a practitioner, which is immediately reduced to writing by the pharmacist,
registered nurse, or other licensed health care practitioner authorized by the hospital or institution. The order shall contain the name and bed number of the
patient; the name and strength or size of the drug or device; unless specified by individual institution policy or guideline, the amount to be dispensed either in
quantity or days; adequate directions for the proper use of the drug or device when it is administered to the patient; and the name of the prescriber.

"Drug regimen review" means the retrospective, concurrent, and prospective review by a pharmacist of a patient's drug related history that includes the
following areas:

(1) Evaluation of prescriptions or drug orders and patient records for drug allergies, rational therapy contradictions, appropriate dose and route of
administration, appropriate directions for use, or duplicative therapies.

(2) Evaluation of prescriptions or drug orders and patient records for drug-drug, drug-food, drug-disease, and drug-clinical laboratory interactions.

(3) Evaluation of prescriptions or drug orders and patient records for adverse drug reactions.

(4) Evaluation of prescriptions or drug orders and patient records for proper utilization and optimal therapeutic outcomes.

"Drug utilization review" means a program designed to measure and assess on a retrospective and prospective basis the proper use of drugs.

"Device" means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article including any
component part or accessory, which is:

(1) recognized in the official United States Pharmacopoeia, official National Formulary, or any supplement to them;

(2) intended for use in the diagnosis of disease or other conditions or the cure, mitigation, treatment, or prevention of disease in man or other animals;
or

(3) intended to affect the structure or any function of the body of man or other animals and which does not achieve any of its principal intended
purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of
any of its principal intended purposes.

"Electronic data intermediary" means an entity that provides the infrastructure that connects a computer system or another electronic device used by a
prescribing practitioner with a computer system or another electronic device used by a pharmacy to facilitate the secure transmission of:

(1) an electronic prescription order;
(2) a refill authorization request;
(3) a communication; and
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(4) other patient care information;
between a practitioner and a pharmacy.

"Electronic signature" means an electronic sound, symbol, or process:

(1) attached to or logically associated with a record; and

(2) executed or adopted by a person;
with the intent to sign the record.

"Electronically transmitted" or "electronic transmission" means the transmission of a prescription in electronic form. The term does not include the
transmission of a prescription by facsimile.

"Investigational or new drug" means any drug which is limited by state or federal law to use under professional supervision of a practitioner authorized by
law to prescribe or administer such drug.

"Legend drug" has the meaning set forth in IC 16-18-2-199.

"License" and "permit" are interchangeable and mean a written certificate from the Indiana board of pharmacy for the practice of pharmacy or the
operation of a pharmacy.

"Nonprescription drug" means a drug that may be sold without a prescription and that is labeled for use by a patient in accordance with state and federal
laws.

"Person" means any individual, partnership, copartnership, firm, company, corporation, association, joint stock company, trust, estate, or municipality, or a
legal representative or agent, unless this chapter expressly provides otherwise.

"Practitioner" has the meaning set forth in IC 16-42-19-5.

"Pharmacist" means a person licensed under this chapter.

"Pharmacist intern" means a person who is:

(1) permitted by the board to engage in the practice of pharmacy while under the personal supervision of a pharmacist and who is satisfactorily
progressing toward meeting the requirements for licensure as a pharmacist;

(2) a graduate of an approved college of pharmacy or a graduate who has established educational equivalency by obtaining a Foreign Pharmacy
Graduate Examination Committee Certificate and who is permitted by the board to obtain practical experience as a requirement for licensure as a
pharmacist;

(3) a qualified applicant awaiting examination for licensure; or

(4) an individual participating in a residency or fellowship program.

"Pharmacy" means any facility, department, or other place where prescriptions are filled or compounded and are sold, dispensed, offered, or displayed for
sale and which has as its principal purpose the dispensing of drug and health supplies intended for the general health, welfare, and safety of the public,
without placing any other activity on a more important level than the practice of pharmacy.

"The practice of pharmacy" or "the practice of the profession of pharmacy" means a patient oriented health care profession in which pharmacists interact
with and counsel patients and with other health care professionals concerning drugs and devices used to enhance patients' wellness, prevent illiness, and
optimize the outcome of a drug or device, by accepting responsibility for performing or supervising a pharmacist intern or an unlicensed person under
section 18(a)(4) of this chapter to do the following acts, services, and operations:

(1) The offering of or performing of those acts, service operations, or transactions incidental to the interpretation, evaluation, and implementation of
prescriptions or drug orders.

(2) The compounding, labeling, administering, dispensing, or selling of drugs and devices, including radioactive substances, whether dispensed under a
practitioner's prescription or drug order or sold or given directly to the ultimate consumer.

(3) The proper and safe storage and distribution of drugs and devices.

(4) The maintenance of proper records of the receipt, storage, sale, and dispensing of drugs and devices.

(5) Counseling, advising, and educating patients, patients' caregivers, and health care providers and professionals, as necessary, as to the contents,
therapeutic values, uses, significant problems, risks, and appropriate manner of use of drugs and devices.

(6) Assessing, recording, and reporting events related to the use of drugs or devices.

(7) Provision of the professional acts, professional decisions, and professional services necessary to maintain all areas of a patient's pharmacy related
care as specifically authorized to a pharmacist under this article.

"Prescription" means a written order or an order transmitted by other means of communication from a practitioner to or for an ultimate user for any drug or
device containing:

(1) the name and address of the patient;

2) the date of issue;

the name and strength or size (if applicable) of the drug or device;

the amount to be dispensed (unless indicated by directions and duration of therapy);
adequate directions for the proper use of the drug or device by the patient;

the name of the practitioner; and

if the prescription:
(A) is in written form, the signature of the practitioner; or
(B) is in electronic form, the electronic signature of the practitioner.

"Qualifying pharmacist” means the pharmacist who will qualify the pharmacy by being responsible to the board for the legal operations of the pharmacy
under the permit.

"Record" means all papers, letters, memoranda, notes, prescriptions, drug orders, invoices, statements, patient medication charts or files, computerized
records, or other written indicia, documents, or objects which are used in any way in connection with the purchase, sale, or handling of any drug or device.

"Sale" means every sale and includes:
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manufacturing, processing, transporting, handling, packaging, or any other production, preparation, or repackaging;
exposure, offer, or any other proffer;
holding, storing, or any other possession;
dispensing, giving, delivering, or any other supplying; and
(5) applying, administering, or any other using.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.149-1987, SEC.72; P.L.2-1993, SEC.144; P.L.187-1999, SEC.1; P.L.270-2001, SEC.2; P.L.288-
2001, SEC.1; P.L.1-2002, SEC.97; P.L.204-2005, SEC.14. P.L.98-2006, SEC.2; P.L.94-2007, SEC.1.
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IC 25-26-13-3 Board of pharmacy; creation; oath; meetings; compensation; majority approval of actions

Sec. 3. (a) The Indiana board of pharmacy is created. It shall consist of seven (7) members not more than four (4) of whom may be from the same political
party, appointed by the governor for terms of four (4) years. One (1) member of the board, to represent the general public, must be a resident of this state
who has never been associated with pharmacy in any way other than as a consumer. Except for the member representing the general public, the members
must be pharmacists in good standing of recognized experience and ability from varied practice settings who hold a current license to practice pharmacy in
Indiana. One (1) member of the board must be a practicing hospital pharmacist. A person employed as a full-time staff member or as a professor at a school
of pharmacy may not serve on the board. If a member leaves the board for any reason before the end of the member's term, the member's successor shall
serve for the unexpired portion of the term.

(b) Not later than ten (10) days after a member's appointment, the member must subscribe by oath or affirmation to faithfully uphold the duties of the
member's office. If a member fails to qualify as provided, a new member shall be appointed in the member's place.

(c) At the first meeting of each year the board shall elect from among its members a president and vice president who shall perform duties and have
powers as the board prescribes.

(d) The board shall meet at least eight (8) times per year at such times and places as the board selects. At each meeting the board shall continue in
session from day to day, for not more than five (5) days, until the business of the meeting is complete. Four (4) members of the board shall constitute a
quorum.

(e) Each member of the board is entitled to compensation as determined by the rules of the budget agency for each day the member is actually engaged
in business of the board, together with necessary travel and other expenses incurred in the performance of the member's duties.

(f) Approval by a majority of the quorum is required for any action to be taken by the board.

As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.185; P.L.157-1986, SEC.1; P.L.48-1991, SEC.45; P.L.187-1999, SEC.2.

IC 25-26-13-4 Powers and duties of board

Sec. 4. (a) The board may:

(1) promulgate rules and regulations under IC 4-22-2 for implementing and enforcing this chapter;

(2) establish requirements and tests to determine the moral, physical, intellectual, educational, scientific, technical, and professional qualifications for
applicants for pharmacists' licenses;

(3) refuse to issue, deny, suspend, or revoke a license or permit or place on probation or fine any licensee or permittee under this chapter;

(4) regulate the sale of drugs and devices in the state of Indiana;

(5) impound, embargo, confiscate, or otherwise prevent from disposition any drugs, medicines, chemicals, poisons, or devices which by inspection are
deemed unfit for use or would be dangerous to the health and welfare of the citizens of the state of Indiana; the board shall follow those embargo procedures
found in IC 16-42-1-18 through IC 16-42-1-31, and persons may not refuse to permit or otherwise prevent members of the board or their representatives
from entering such places and making such inspections;

(6) prescribe minimum standards with respect to physical characteristics of pharmacies, as may be necessary to the maintenance of professional
surroundings and to the protection of the safety and welfare of the public;

(7) subject to IC 25-1-7, investigate complaints, subpoena witnesses, schedule and conduct hearings on behalf of the public interest on any matter
under the jurisdiction of the board;

(8) prescribe the time, place, method, manner, scope, and subjects of licensing examinations which shall be given at least twice annually; and

(9) perform such other duties and functions and exercise such other powers as may be necessary to implement and enforce this chapter.

(b) The board shall adopt rules under IC 4-22-2 for the following:

(1) Establishing standards for the competent practice of pharmacy.

(2) Establishing the standards for a pharmacist to counsel individuals regarding the proper use of drugs.

(3) Establishing standards and procedures before January 1, 2006, to ensure that a pharmacist:

(A) has entered into a contract that accepts the return of expired drugs with; or
(B) is subject to a policy that accepts the return of expired drugs of;

a wholesaler, manufacturer, or agent of a wholesaler or manufacturer concerning the return by the pharmacist to the wholesaler, the manufacturer, or
the agent of expired legend drugs or controlled drugs. In determining the standards and procedures, the board may not interfere with negotiated terms
related to cost, expenses, or reimbursement charges contained in contracts between parties, but may consider what is a reasonable quantity of a drug to be
purchased by a pharmacy. The standards and procedures do not apply to vaccines that prevent influenza, medicine used for the treatment of malignant
hyperthermia, and other drugs determined by the board to not be subject to a return policy. An agent of a wholesaler or manufacturer must be appointed in
writing and have policies, personnel, and facilities to handle properly returns of expired legend drugs and controlled substances.

(c) The board may grant or deny a temporary variance to a rule it has adopted if:
(1) the board has adopted rules which set forth the procedures and standards governing the grant or denial of a temporary variance; and
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(2) the board sets forth in writing the reasons for a grant or denial of a temporary variance.
(d) The board shall adopt rules and procedures, in consultation with the medical licensing board, concerning the electronic transmission of prescriptions.

The rules adopted under this subsection must address the following:

(1) Privacy protection for the practitioner and the practitioner's patient.

(2) Security of the electronic transmission.

(3) A process for approving electronic data intermediaries for the electronic transmission of prescriptions.

(4) Use of a practitioner's United States Drug Enforcement Agency registration number.

(5) Protection of the practitioner from identity theft or fraudulent use of the practitioner's prescribing authority.
As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.186, P.L.75-1992, SEC.20; P.L.2-1993, SEC.145; P.L.177-1997, SEC.5;
P.L. 204-2005; SEC.15; P.L. 212-2005, SEC.22.

IC 25-26-13-4.5 Rehabilitation of impaired pharmacists; confidentiality of information; duties of board designated rehabilitation program

Sec. 4.5. (a) As used in this section, "impaired pharmacist" means a licensed pharmacist who has been affected by the use or abuse of alcohol or other
drugs.
(b) The board shall assist in the rehabilitation of an impaired or a licensed pharmacist. The board may:
(1) enter into agreements, provide grants, and make other arrangements with statewide nonprofit professional associations or foundations, or entities
specifically devoted to the rehabilitation of impaired health care professionals to identify and assist impaired pharmacists or licensed pharmacists; and
(2) accept and designate grants, public and private financial assistance, and licensure fees to fund programs under subdivision (1).
(c) Except as provided in subsection (e), all:
(1) information furnished to a nonprofit professional organization or foundation, including interviews, reports, statements, and memoranda; and
(2) findings, conclusions, or recommendations that result from a proceeding of a professional organization or foundation;
are privileged and confidential.
(d) The records of a proceeding under subsection (c) may be used only in the exercise of the proper functions of the board and may not become public
records or be subject to a subpoena or discovery proceeding.
(e) Information received by the board from the board designated rehabilitation program for noncompliance by the licensed pharmacist may be used by the
board in any disciplinary or criminal proceedings instituted against the impaired licensed pharmacist.
(f) The board designated rehabilitation program shall:
(1) immediately report to the board the name and results of any contact or investigation concerning an impaired licensed pharmacist that the program
believes constitutes an imminent danger to either the public or the impaired licensed pharmacist; and
(2) in a timely fashion report to the board an impaired licensed pharmacist:
(A) who refuses to cooperate with the program;
(B) who refuses to submit to treatment; or
(C) whose impairment is not substantially alleviated through treatment.
As added by P.L.188-1995, SEC.4. Amended by P.L.182-2003, SEC.1.

IC 25-26-13-5 Executive director; record of proceedings; inspector-investigators

Sec. 5. (a) The executive director shall keep a record of the proceedings of the board. The record shall contain the names and addresses of all persons
who apply to the board for a license or permit and the action taken on each.

(b) The board shall hire and supervise a sufficient number of inspector-investigators to enforce the controlled substances law (IC 35-48). Inspector-
investigators hired by the board are employees of the Indiana professional licensing agency.
As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.187; Acts 1982, P.L.113, SEC.64; P.L.169-1985, SEC.87; P.L.1-2006,
SEC.461.

IC 25-26-13-6 Funds from sources other than state

Sec. 6. The board may accept and expend funds from sources other than the state of Indiana, provided that:

(1) such funds are awarded for the pursuit of a specific objective which the board is authorized to accomplish by this chapter, or which the board is
qualified to accomplish by reason of its jurisdiction or professional expertise;

(2) such funds are expended for the pursuit of the objective for which they are awarded;

(3) activities connected with or occasioned by the expenditures of such funds do not interfere with or impair the performance of the board's duties and
responsibilities and do not conflict with the exercise of the board's powers as specified by this chapter;

(4) such funds are kept in a separate, special account in the state treasury; and

(5) periodic reports are made to the governor concerning the board's receipt and expenditure of such funds.
As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-7 Enforcement of law

Sec. 7. With respect to pharmacists, pharmacies, drugs, controlled drugs, legend drugs, and devices and the enforcement of this chapter, the board shall
have the same powers, duties, and functions as specified in IC 16-42-20-2.
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As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.2-1993, SEC.146.
IC 25-26-13-8 Renewal of licenses; application forms; bill for fees

[Repealed JULY 1, 2008]

IC 25-26-13-9 Pharmacist intern programs; continuing education

Sec. 9. (a) The board shall establish standards for pharmacist intern programs. Such standards shall include, but not be limited to, the number of hours
students must spend in a program, the number of hours a student must spend in a pharmacy each week, and the types of duties the student may perform.
(b) The board shall, by regulation, establish standards and requirements for continuing education and shall endorse those continuing education programs
which meet the standards and requirements.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.98-2006, SEC.3.

IC 25-26-13-10 Pharmacist intern registration

Sec. 10. (a) An applicant for registration as a pharmacist intern must furnish proof satisfactory to the board that the applicant:
(1) is actively enrolled in a school of pharmacy accredited by the American Council of Pharmaceutical Education;
(2) has obtained the Foreign Pharmacy Graduate Examination Committee Certificate; or
(3) is a qualified applicant awaiting the examination for licensure as a pharmacist.
(b) A registration issued under subsection (a) is valid for one (1) year and may be renewed by the board for an additional year until the expiration date
established by the Indiana professional licensing agency under IC 25-1-5-4.
(c) An application for registration or renewal must be accompanied by the appropriate fee and one (1) of the following:
(1) Proof of having obtained the Foreign Pharmacy Graduate Examination Committee Certificate.
(2) Proof of active enrollment in a school of pharmacy accredited by the American Council of Pharmaceutical Education.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.187-1999, SEC.3; P.L.182-2003, SEC.2; P.L.98-2006, SEC.4; P.L.1-2006, SEC.462; P.L.1-2007,
SEC.179.

IC 25-26-13-10.5 Pharmacist intern practice; supervision

Sec. 10.5. (a) A pharmacy intern may engage in the practice of pharmacy if the activities are under the direct supervision of a pharmacist. The pharmacist
in charge is responsible for the activities relating to the practice of pharmacy performed by the pharmacy intern.

(b) A pharmacist shall review in person the prescription drug order and the dispensed product prepared by a pharmacy intern before the product is
dispensed to the patient or the patient's agent.
As added by P.L.98-2006, SEC.5.

IC 25-26-13-11 Pharmacists; licenses; eligibility; examination
Sec. 11. (a) To be eligible for licensure as a pharmacist, an individual must file such evidence as is required by the board that:
(1) the individual is at least eighteen (18) years of age;
(2) the individual does not have a conviction for a crime that has a direct bearing on the individual's ability to practice competently;
(3) the individual:
(A) has graduated with a professional degree from a school of pharmacy accredited by the American Council of Pharmaceutical Education or the
Canadian Council on Pharmacy Accreditation and approved by the board; or
(B) has:
(i) graduated with a professional degree from a school of pharmacy located outside the United States and Canada; and
(i) met the requirements under subsection (c); and
(4) the individual has satisfactorily completed a pharmacist intern program approved by the board.

(b) An applicant who has graduated with a professional degree from a school of pharmacy accredited by the Canadian Council on Pharmacy Accreditation
and approved by the board must obtain the Foreign Pharmacy Graduate Examination Committee Certificate administered by the National Association of
Boards of Pharmacy before taking the examination required under subsection (d).

(c) An applicant who has graduated with a professional degree from a school of pharmacy located outside the United States and Canada must do the
following:

(1) Provide the board with verification of the applicant's academic record and graduation.
(2) Obtain the Foreign Pharmacy Graduate Examination Committee Certificate administered by the National Association of Boards of Pharmacy.

(d) After filing an application on a form provided by the board, submitting the information required in subsection (a), and successfully completing the
examination administered by the board, the applicant may be licensed as a pharmacist.

As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.189; Acts 1982, P.L.113, SEC.65; P.L.169-1985, SEC.88; P.L.149-1987,
SEC.73; P.L.152-1988, SEC.21; P.L.48-1991, SEC.46; P.L.33-1993, SEC.44; P.L.242-1995, SEC.2.
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IC 25-26-13-12 Persons licensed in another state

Sec. 12. (a) An individual who is licensed as a pharmacist in another state where the requirements for licensure were not less than those required in this
state at the time of original licensure may be issued a license in this state if:
(1) the individual has registered with and been approved by the National Association of Boards of Pharmacy;
(2) the individual has graduated with a professional degree in pharmacy from a school of pharmacy accredited by the American Council of
Pharmaceutical Education or the Canadian Council on Pharmacy Accreditation and approved by the board; and
(3) the individual has successfully completed an examination administered by the board concerning the federal statutes and regulations and the Indiana
statutes and rules governing the practice of pharmacy.
(b) An individual who has a professional pharmacy degree from a school of pharmacy located outside the United States and Canada and who is licensed
in another state where the requirements for licensure are substantially the same as those in this state may be issued a license under this chapter if:
(1) the individual has registered with and been approved by the National Association of Boards of Pharmacy;
(2) the individual has provided the board with proof of the applicant's:
(A) academic record and graduation with a professional degree from a school of pharmacy; and
(B) completion of the Foreign Pharmacy Graduate Examination Committee Certificate administered by the National Association of Boards of
Pharmacy; and
(3) the individual has successfully completed an examination administered by the board concerning the federal statutes and regulations and the
Indiana statutes and rules governing the practice of pharmacy.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.169-1985, SEC.89; P.L.156-1986, SEC.2; P.L.149-1987, SEC.74; P.L.33-1993, SEC.45; P.L.242-
1995, SEC.3; P.L.288-2001, SEC.2.

IC 25-26-13-12.5 Repealed
(Repealed by P.L.98-2006, SEC.29.)
IC 25-26-13-13 Active and inactive pharmacists

Sec. 13. (a) A person holding a pharmacist license shall be considered an active pharmacist if his fees are current and he has complied with all continuing
education requirements.

(b) Any active pharmacist either by his own choice or by action of the board after hearing, may be classified as an inactive pharmacist. An inactive
pharmacist may maintain his license by paying his license fees. An inactive pharmacist is exempt from the continuing education requirements. A person may
not actively engage in the practice of pharmacy while classified as an inactive pharmacist.

(c) A person classified as an inactive pharmacist may reactivate his license by meeting current continuing education requirements and successfully
demonstrating to the board's satisfaction his ability to actively practice as a pharmacist.

As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-14 Expiration, renewal, surrender, and reinstatement of pharmacist's license

Sec. 14. (a) A pharmacist's license expires biennially on the date established by the licensing agency under IC 25-1-5-4, unless renewed before that date.

(b) If an application for renewal is not filed and the required fee paid before the established biennial renewal date, the license expires and becomes invalid
without any action taken by the board.

(c) Subject to IC 25-1-4-3, a statement attesting that the pharmacist has met the continuing education requirements shall be submitted with the application
for license renewal.

(d) If a pharmacist surrenders the pharmacist's license to practice pharmacy in Indiana, the board may subsequently consider reinstatement of the
pharmacist's license upon written request of the pharmacist. The board may impose any conditions it considers appropriate to the surrender or to the
reinstatement of a surrendered license. The practitioner may not voluntarily surrender the practitioner's license to the board without the written consent of the
board if any disciplinary proceedings are pending against the practitioner under this chapter or IC 25-1-9.

(e) If a license has been expired for not more than three (3) years, the board may reinstate the license only if the person meets the requirements under
IC 25-1-8-6(c).

(f) If a license has been expired for more than three (3) years, the license may be reinstated by the board if the holder of the license meets the
requirements for reinstatement under IC 25-1-8-6(d).

(9) The board may require a person who applies for a license under subsection (e) to appear before the board and explain the reason the person failed to
renew the person's license.
As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.190; P.L.169-1985, SEC.90; P.L.149-1987, SEC.75; P.L.48-1991, SEC.47;
P.L.269-2001, SEC.25 ; P.L.98-2006, SEC.8.

IC 25-26-13-15 Confidentiality of prescriptions, records, and patient information; disclosure; immunity

Sec. 15. (a) A pharmacist shall hold in strictest confidence all prescriptions, drug orders, records, and patient information. He may divulge such information
only when it is in the best interest of the patient or when requested by the board or its representatives or by a law enforcement officer charged with the
enforcement of laws pertaining to drugs or devices or the practice of pharmacy.
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(b) A person who has knowledge by virtue of his office of any prescription drug order, record, or patient information may not divulge such information
except in connection with a criminal prosecution or proceeding or a proceeding before the board, to which the person to whom the information relates is a
party.

(c) A pharmacist or pharmacy is immune from civil liability for any action based on its good faith release of information under this section.

As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-16 Pharmacist's professional judgment; honoring and refusal to honor prescriptions; immunity

Sec. 16. (a) A pharmacist shall exercise his professional judgment in the best interest of the patient's health when engaging in the practice of pharmacy.
(b) A pharmacist has a duty to honor all prescriptions from a practitioner or from a physician, podiatrist, dentist, or veterinarian licensed under the laws of
another state. Before honoring a prescription, the pharmacist shall take reasonable steps to determine whether the prescription has been issued in
compliance with the laws of the state where it originated. The pharmacist is immune from criminal prosecution or civil liability if he, in good faith, refuses to
honor a prescription because, in his professional judgment, the honoring of the prescription would:
(1) be contrary to law;
(2) be against the best interest of the patient;
(3) aid or abet an addiction or habit; or
(4) be contrary to the health and safety of the patient.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.156-1986, SEC.3.

IC 25-26-13-16.5 Optometrists who may have prescriptions filled

Sec. 16.5. Pharmacists licensed by Indiana may fill prescriptions of optometrists who are:
(1) licensed by Indiana; and
(2) certified under IC 25-24-3;
for a drug that is included in the formulary adopted under IC 25-24-3-10.
As added by P.L.147-1991, SEC.3. Amended by P.L.157-2006, SEC.66.

IC 25-26-13-17 Classes of pharmacy permits

Sec. 17. (a) The board shall establish classes of pharmacy permits as follows:
Type |. A retail permit for a pharmacy that provides pharmaceutical care to the general public by the dispensing of a drug or device.
Type Il. An institutional permit for hospitals, clinics, health care facilities, sanitariums, nursing homes, or dispensaries that offer pharmaceutical care by
dispensing a drug product to an inpatient under a drug order or to an outpatient of the institution under a prescription.
Type IlI. A permit for a pharmacy that is not:
(A) open to the general public; or
(B) located in an institution listed under a Type Il permit;
and provides pharmaceutical care to a patient who is located in an institution or in the patient's home.
Type IV. A permit for a pharmacy not open to the general public that provides pharmaceutical care by dispensing drugs and devices to patients
exclusively through the United States Postal Services or other parcel delivery service.
Type V. A permit for a pharmacy that engages exclusively in the preparation and dispensing of diagnostic or therapeutic radioactive drugs.
Type VI. A permit for a pharmacy open to the general public that provides pharmaceutical care by engaging in an activity under a Type | or Type |lI
permit. A pharmacy that obtains a Type VI permit may provide services to:
(A) a home health care patient;
(B) a long term care facility; or
(C) a member of the general public.
(b) Hospitals holding a Type Il permit may offer drugs or devices to an employee, student, or medical staff member or their dependents for their own use.
(c) Nothing in this section prohibits a pharmacy holding a permit other than a Type IV permit from delivering drugs or devices through mail, parcel delivery,
or hand delivery.
(d) Hospitals holding a Type Il permit may operate remote locations within a reasonable distance of the licensed area, as determined by the board, after:
(1) filing an application on a form prepared by the board;
(2) having each location inspected by the board; and
(3) obtaining approval from the board.
(e) Any applicable rule governing the practice of pharmacy in Indiana shall apply to all permits under this section.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.149-1987, SEC.76; P.L.147-1991, SEC.4; P.L.98-2006, SEC.9.

IC 25-26-13-18 Eligibility for pharmacy permits; inspections; value of drug inventory

Sec. 18. (a) To be eligible for issuance of a pharmacy permit, an applicant must show to the satisfaction of the board that:
(1) Persons at the location will engage in the bona fide practice of pharmacy. The application must show the number of hours each week, if any, that
the pharmacy will be open to the general public.
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(2) The pharmacy will maintain a sufficient stock of emergency and frequently prescribed drugs and devices as to adequately serve and protect the
public health.

(3) Except as provided in section 19 of this chapter, a registered pharmacist will be in personal attendance and on duty in the licensed premises at all
times when the practice of pharmacy is being conducted and that the pharmacist will be responsible for the lawful conduct of the pharmacy.

(4) One (1) pharmacist will have not more than four (4) certified pharmacy technicians or pharmacy technicians in training certified under IC 25-26-19
under the pharmacist's immediate and personal supervision at any time. As used in this clause, "immediate and personal supervision" means within
reasonable visual and vocal distance of the licensed person.

(5) The pharmacy will be located separate and apart from any area containing merchandise not offered for sale under the pharmacy permit. The
pharmacy will:

(A) be stationary;
(B) be sufficiently secure, either through electronic or physical means, or a combination of both, to protect the products contained in the pharmacy
and to detect and deter entry during those times when the pharmacy is closed;
(C) be well lighted and ventilated with clean and sanitary surroundings;
(D) be equipped with a sink with hot and cold running water or some means for heating water, a proper sewage outlet, and refrigeration;
(E) have a prescription filling area of sufficient size to permit the practice of pharmacy as practiced at that particular pharmacy; and
(F) have such additional fixtures, facilities, and equipment as the board requires to enable it to operate properly as a pharmacy in compliance with
federal and state laws and regulations governing pharmacies.
(b) Prior to opening a pharmacy after receipt of a pharmacy permit, the permit holder shall submit the premises to a qualifying inspection by a
representative of the board and shall present a physical inventory of the drug and all other items in the inventory on the premises.
(c) At all times, the wholesale value of the drug inventory on the licensed items must be at least ten percent (10%) of the wholesale value of the items in
the licensed area.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.3-1990, SEC.90; P.L.27-1998, SEC.1; P.L.187-1999, SEC.4; P.L.251-2003, SEC.2.

IC 25-26-13-19 Retail pharmacies; absence of pharmacist; revocation of privilege

Sec. 19. (a) A pharmacy holding a Type | or Type VI permit may be open to the general public without a pharmacist on duty if the following conditions are
met:
(1) Approval is obtained from the board.
(2) All legend drugs and other merchandise that can only be dispensed by a pharmacist are securely locked or secured by an alternative system
approved by the board when the pharmacist is absent.
(3) During the pharmacist's absence, a sign at least twenty (20) inches by thirty (30) inches is prominently displayed in the prescription department
stating: "Prescription Department Closed, No Pharmacist on Duty".
(4) Only a pharmacist has access to the secured area.
(b) The board may revoke or limit a pharmacy's privilege under this section after a hearing under IC 4-21.5-3.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.7-1987, SEC.125; P.L.147-1991, SEC.5; P.L.288-2001, SEC.3.

IC 25-26-13-20 Applications for pharmacy permits

Sec. 20. (a) A person desiring to open, establish, operate, or maintain a pharmacy shall apply to the board for a pharmacy permit on a form provided by
the board. The applicant shall set forth:
(1) the name and occupation of the persons desiring the permit;
(2) the location, including street address and city, of the pharmacy;
(3) the name of the pharmacist who will qualify the pharmacy by being responsible to the board for the legal operation of the pharmacy under the
permit; and
(4) such other information as the board may require.
(b) If the applicant desires to open, establish, operate, or maintain more than one (1) pharmacy, he must file a separate application for each. Each
pharmacy must be qualified by a different pharmacist.
(c) The board shall permit a pharmacist to serve as a qualifying pharmacist for more than one (1) pharmacy holding a type Il pharmacy permit upon the
holder of the type Il permit showing circumstances establishing that:
(1) the permit holder has made a reasonable effort, without success, to obtain a qualifying pharmacist who is not serving as a qualifying pharmacist at
another type Il pharmacy; and
(2) the single pharmacist could effectively fulfill all duties and responsibilities of the qualifying pharmacist at both locations.
(d) The board shall grant or deny an application for a permit not later than one hundred twenty (120) days after the application and any additional
information required by the board are submitted.
(e) The board may not issue a pharmacy permit to a person who desires to operate the pharmacy out of a residence.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.169-1985, SEC.91; P.L.270-2001, SEC.3; P.L.98-2006, SEC.10.

IC 25-26-13-21 Transfer of ownership or location of pharmacies
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Sec. 21. (a) A pharmacy permit is not transferable as to location or ownership.

(b) Not later than ten (10) days after the change of ownership of a pharmacy, an application shall be submitted for transfer of ownership accompanied by
a signed and dated certificate of sale. The original permit remains valid until a new permit is issued or the application is rejected by the board. Not later than
ten (10) days after notice of the board's action, the old permit is void and must be returned immediately by the new owner.

(c) If the holder of a pharmacy permit desires to change the location of the pharmacy, he shall file an application on a form provided by the board for a
permit for the new location.

(d) All applications for transfers of ownership or location of a pharmacy must be accompanied by the appropriate fee.
As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.191.

IC 25-26-13-22 Expiration and renewal of pharmacy permits

Sec. 22. (a) A pharmacy permit shall expire biennially on a date established by the agency under IC 25-1-5-4.

(b) If a pharmacy permit lapses for not more than three (3) years, it may be reinstated by the board if the holder of the permit meets the requirements
established under IC 25-1-8-6(c).

(c) If a pharmacy permit has been expired for more than three (3) years, the permit may be reinstated by the board if the holder of the permit meets the
requirements for reinstatement under IC 25-1-8-6(d).

(d) No pharmacy may be open for business after the established biennial renewal date until the permit is reinstated.
As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.192; P.L.169-1985, SEC.92.

IC 25-26-13-23 Fees; fines; license renewal

Sec. 23. (a) The board shall establish appropriate fees to carry out this chapter.

(b) All fees are nonrefundable. A receipt shall be issued for all fees and fines submitted.

(c) All fees collected under this section shall be transferred to the treasurer of state and deposited in the general fund of the state.

(d) The board shall adopt rules to establish fines for violation of an article listed in IC 25-26 or a rule adopted under IC 25-26-13-4, IC 25-26-14-13 or
IC 35-48-3-1.

(e) Afine collected by the board shall be transferred to the treasurer of state and deposited in the state general fund.

(f) No fine established under subsection (d) shall be less than twenty-five dollars ($25).

(9) At the time of license renewal, each licensed pharmacist shall pay a renewal fee, a part of which shall be used for the rehabilitation of impaired
pharmacists. Notwithstanding subsection (c), the lesser of the following amounts from fees collected under this subsection shall be deposited in the impaired
pharmacists account of the state general fund established by section 30 of this chapter:

(1) Sixteen percent (16%) of the license renewal fee for each license renewed under this section.

(2) The amount per license needed to operate the impaired pharmacists program, as determined by the Indiana professional licensing agency.
As added by Acts 1977, P.L.276, SEC.1. Amended by Acts 1981, P.L.222, SEC.193; P.L.169-1985, SEC.93; P.L.152-1988, SEC.22; P.L.188-1995, SEC.5;
P.L.1-2003, SEC.76; P.L.182-2003, SEC.3; P.L.1-2006, SEC.463.

IC 25-26-13-24 Display of permits and licenses

Sec. 24. The pharmacy permit and the licenses of the pharmacists primarily employed in the pharmacy shall be prominently displayed in an area where
customers at the prescription counter can readily see them.
As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-25 Prescriptions; numbering, filing, and inspection; refills; duration of validity; demise of practitioner or patient; resale or
redistribution of returned medication

Sec. 25. (a) All original prescriptions, whether in written or electronic format, shall be numbered and maintained in numerical and chronological order, or in
a manner approved by the board and accessible for at least two (2) years in the pharmacy. A prescription transmitted from a practitioner by means of
communication other than writing must immediately be reduced to writing or recorded in an electronic format by the pharmacist. The files shall be open for
inspection to any member of the board or its duly authorized agent or representative.

(b) A prescription may be electronically transmitted from the practitioner by computer or another electronic device to a pharmacy that is licensed under this
article or any other state or territory. An electronic data intermediary that is approved by the board:

(1) may transmit the prescription information between the prescribing practitioner and the pharmacy;
(2) may archive copies of the electronic information related to the transmissions as necessary for auditing and security purposes; and
(3) must maintain patient privacy and confidentiality of all archived information as required by applicable state and federal laws.

(c) Except as provided in subsection (d), a prescription for any drug, the label of which bears either the legend, "Caution: Federal law prohibits dispensing
without prescription" or "Rx Only", may not be refilled without written, electronically transmitted, or oral authorization of a licensed practitioner.

(d) A prescription for any drug, the label of which bears either the legend, "Caution: Federal law prohibits dispensing without prescription” or "Rx Only",
may be refilled by a pharmacist one (1) time without the written, electronically transmitted, or oral authorization of a licensed practitioner if all of the following
conditions are met:

(1) The pharmacist has made every reasonable effort to contact the original prescribing practitioner or the practitioner's designee for consultation and
authorization of the prescription refill.
(2) The pharmacist believes that, under the circumstances, failure to provide a refill would be seriously detrimental to the patient's health.
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(3) The original prescription authorized a refill but a refill would otherwise be invalid for either of the following reasons:
(A) All of the authorized refills have been dispensed.
(B) The prescription has expired under subsection ().

(4) The prescription for which the patient requests the refill was:

(A) originally filled at the pharmacy where the request for a refill is received and the prescription has not been transferred for refills to another
pharmacy at any time; or

(B) filled at or transferred to another location of the same pharmacy or its affiliate owned by the same parent corporation if the pharmacy filling the
prescription has full access to prescription and patient profile information that is simultaneously and continuously updated on the parent corporation's
information system.

(5) The drug is prescribed for continuous and uninterrupted use and the pharmacist determines that the drug is being taken properly in accordance with
IC 25-26-16.

(6) The pharmacist shall document the following information regarding the refill:

(A) The information required for any refill dispensed under subsection (e).

(B) The dates and times that the pharmacist attempted to contact the prescribing practitioner or the practitioner's designee for consultation and
authorization of the prescription refill.

(C) The fact that the pharmacist dispensed the refill without the authorization of a licensed practitioner.

(7) The pharmacist notifies the original prescribing practitioner of the refill and the reason for the refill by the practitioner's next business day after the
refill has been made by the pharmacist.

(8) Any pharmacist initiated refill under this subsection may not be for more than the minimum amount necessary to supply the patient through the
prescribing practitioner's next business day. However, a pharmacist may dispense a drug in an amount greater than the minimum amount necessary to
supply the patient through the prescribing practitioner's next business day if:

(A) the drug is packaged in a form that requires the pharmacist to dispense the drug in a quantity greater than the minimum amount necessary to
supply the patient through the prescribing practitioner's next business day; or

(B) the pharmacist documents in the patient's record the amount of the drug dispensed and a compelling reason for dispensing the drug in a quantity
greater than the minimum amount necessary to supply the patient through the prescribing practitioner's next business day.

(9) Not more than one (1) pharmacist initiated refill is dispensed under this subsection for a single prescription.

(10) The drug prescribed is not a controlled substance.

A pharmacist may not refill a prescription under this subsection if the practitioner has designated on the prescription form the words "No Emergency Refill".
(e) When refilling a prescription, the refill record shall include:
(1) the date of the refill;
(2) the quantity dispensed if other than the original quantity;

and
(3) the dispenser's identity on:
(A) the original prescription form; or
(B) another board approved, uniformly maintained, readily retrievable record.
(f) The original prescription form or the other board approved record described in subsection (e) must indicate by the number of the original prescription
the following information:
(1) The name and dosage form of the drug.
2) The date of each refill.
3) The quantity dispensed.
4) The identity of the pharmacist who dispensed the refill.
5) The total number of refills for that prescription.
(9) A prescription is valid for not more than one (1) year after the original date of issue.
(h) A pharmacist may not knowingly dispense a prescription after the demise of the practitioner, unless in the pharmacist's professional judgment it is in
the best interest of the patient's health.
(i) A pharmacist may not knowingly dispense a prescription after the demise of the patient.
(j) A pharmacist or a pharmacy shall not resell, reuse, or redistribute a medication that is returned to the pharmacy after being dispensed unless the
medication:
(1) was dispensed to a patient:
(A) residing in an institutional facility (as defined in 856 IAC 1-28.1-1(6)); or
(B) in a hospice program under IC 16-25;
(2) was properly stored and securely maintained according to sound pharmacy practices;
(3) is returned unopened and:
(A) was dispensed in the manufacturer's original:
(i) bulk, multiple dose container with an unbroken tamper resistant seal; or
(ii) unit dose package; or
)
(

— — — —

(B) was packaged by the dispensing pharmacy in a:
i) multiple dose blister container; or
(ii) unit dose package;
(4) was dispensed by the same pharmacy as the pharmacy accepting the return;
(5) is not expired; and
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(6) is not a controlled substance (as defined in IC 35-48-1-9), unless the pharmacy holds a Type Il permit (as described in section 17 of this chapter).
(k) A pharmacist may use the pharmacist's professional judgment as to whether to accept medication for return under this section.
(I) A pharmacist who violates subsection (d) commits a Class A infraction.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.239-1989, SEC.1; P.L.33-1993, SEC.46; P.L.188-1995, SEC.6; P.L.187-1999, SEC.5; P.L.270-
2001, SEC.4; P.L.288-2001, SEC.4; P.L.1-2002, SEC.98; P.L.182-2003, SEC.4; P.L.97-2004, SEC.95; P.L.75-2004, SEC.2; P.L.204-2005, SEC.16.

IC 25-26-13-25.5 Approved electronic data intermediary

Sec. 25.5. A prescription may be transmitted electronically from a practitioner to a pharmacy only through the use of an electronic data intermediary
approved by the board.
As added by P.L. 204-2005, SEC.17.

IC 25-26-13-26 Repealed

(Repealed by Acts 1981, P.L.222, SEC.296.)
IC 25-26-13-26.1 Repealed

(Repealed by P.L.152-1988, SEC.30.)
IC 25-26-13-27 Closing of pharmacies

Sec. 27. (a) If a pharmacy will be closed for five (5) consecutive days or more, the permit holder shall notify the board and take such steps to secure the
drugs in the pharmacy as the board may direct.
(b) If a pharmacy is to be permanently closed for any reason, the owner or qualifying pharmacist shall:
(1) notify the board not less than twenty (20) days before the transfer of any controlled substances and submit a copy of the inventory form required by
the federal drug enforcement administration together with the name, address, and registration number of the person to whom the drugs will be transferred;
(2) remove all legend drugs from stock by:
(A) returning them to the wholesaler or manufacturer if he consents;
(B) transferring them to another pharmacy; or
(C) destroying them in the presence of a representative appointed by the board;
(3) before disposing of any other merchandise in the pharmacy, dispose of all controlled drugs and legend drugs as provided in clauses (1) and (2) and
submit the licensed premises to an inspection by a representative of the board to certify that all legend and controlled drugs have been removed;
(4) remove from inside and outside the licensed area all symbols and signs using the words "drugs"”, "drugstore”, "prescriptions", "pharmacy”,
"pharmacy department”, "apothecary”, or "apothecary shop", or any combination of such titles; and
(5) return the pharmacy permit for cancellation by the board within ten (10) days after all legend drugs, controlled drugs, drugs and devices are
removed from the premises.
As added by Acts 1977, P.L.276, SEC.1. Amended by P.L.147-1991, SEC.6.

IC 25-26-13-28 Injunction of violations

Sec. 28. At the request of the board, the attorney general in the name of the state shall apply for an injunction in the circuit court of the county wherein a
violation of this chapter is occurring.
As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-29 Unlawful acts; violations; application of chapter

Sec. 29. (a) It is unlawful:

(1) For any person to display or permit to be displayed, a pharmacy permit in any facility or place of business other than that for which it was issued.

(2) For any person to accept a prescription for filling or compounding at any place or facility for which there is not a valid pharmacy permit.

(3) For any person to operate a pharmacy or to take, assume, exhibit, display, or advertise by any medium, the title "drugs”, "prescriptions”, "medicine”,
"drug store", "pharmacy", or "apothecary shop", or any combination of such titles or any other title, symbol, term, or description of like import intended to
cause the public to believe that it is a pharmacy unless he holds a valid pharmacy permit.

(4) For any person to engage or offer to engage in the practice of pharmacy or to hold himself out as a pharmacist without a valid pharmacist's license
that is classified as active by the board.

(b) A person who violates a provision of subsection (a) of this section commits a Class D felony.

(c) Nothing in this chapter shall apply to, nor in any manner interfere with the business of a general merchant in selling and distributing nonnarcotic,
nonprescription medicines or drugs which are prepackaged, fully prepared by the manufacturer for use by the consumer, and labeled in accordance with the
requirements of the state and federal food and drug acts.

As added by Acts 1977, P.L.276, SEC.1.

IC 25-26-13-30 Impaired pharmacists account
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Sec. 30. (a) The impaired pharmacists account is established within the state general fund to provide money for the rehabilitation of impaired pharmacists
under this article. The account shall be administered by the Indiana professional licensing agency.

(b) Expenses of administering the account shall be paid from money in the account. The account consists of money collected under section 4.5(b) of this
chapter.

(c) The treasurer of state shall invest the money in the account not currently needed to meet the obligations of the account in the same manner as other
public money may be invested. Money remaining in the account at the end of a state fiscal year does not revert to the state general fund.

(d) There is appropriated to the board from the account an amount sufficient to carry out the purpose described in subsection (a).
As added by P.L.188-1995, SEC.7.

IC 25-26-13-31 Powers and duties of pharmacists

Sec. 31. (a) A pharmacist may do the following:
(1) Obtain and maintain patient drug histories and other pharmacy records that are related to drug or device therapies.
(2) Perform drug evaluation, drug utilization review, and drug regimen review.

(3) Participate in the selection, storage, and distribution of drugs, dietary supplements, and devices. However, drug selection must comply with IC 16-
42-19 and IC 16-42-22.

(4) Participate in drug or drug related research.

(b) A pharmacist who participates in an activity allowed under subsection (a) is required to follow the standards for the competent practice of pharmacy

adopted by the board.
As added by P.L.187-1999, SEC.6.

—_

IC 25-26-13-31.2 Administration of inmunizations; emergency immunizations
Sec. 31.2. (a) A pharmacist may administer an immunization to an individual under a drug order or prescription.
(b) A pharmacist may administer an immunization for influenza to a group of individuals under a drug order, under a prescription, or according to a
protocol approved by a physician if the following requirements are met:
(1) The physician specifies in the drug order, prescription, or protocol the group of individuals to whom the immunization may be administered.
(2) The physician who writes the drug order, prescription, or protocol is licensed in Indiana and not employed by a pharmacy.
(3) The pharmacist who administers the immunization is responsible for notifying, not later than fourteen (14) days after the pharmacist administers the
immunization, the physician who authorized the immunization and the individual's primary care physician that the individual received the immunization.
(4) If the physician uses a protocol, the protocol may apply only to an individual or group of individuals who are at least:
(A) fourteen (14) years of age but less than eighteen (18) years of age, if the pharmacist receives the consent of a parent or legal guardian, and the
parent or legal guardian is present at the time of immunization; or
(B) eighteen (18) years of age.
(c) If the state department of health or the department of homeland security determines that an emergency exists, a pharmacist may administer any
immunization in accordance with:
(1) the requirements of subsection (b)(1) through (b)(3); and
(2) any instructions in the emergency determination.
As added by P.L.94-2007, SEC.2.

IC 25-26-13-31.3

Sec. 31.3. (a) As used in this SECTION, "state department” refers to the state department of health established by IC 16-19-1-1.

(b) The state department shalll, in consultation with health care providers, evaluate the current immunization data registry system under IC 16-38-5 and
determine ways to make the registry easier for health care providers to report to and use.

(c) Not later than November 1, 2008, the state department shall orally report to the health finance commission established by IC 2-5-23-3 concerning the
state department's progress under this SECTION. The report must include any recommendations of the state department to make the immunization data
registry easier for health care providers to report to and use.

(d) This SECTION expires December 31, 2008.

IC 25-26-13-31.4

Sec. 31.4. (a) As used in this SECTION, "board" refers to the Indiana board of pharmacy created by IC 25-26-13-3.

(b) The board shall study and make findings on the issue of the application of technology in the dispensing of drugs, including the reliance on bar code
technology in long term care pharmacies. The study must include the review of the use of pharmacy technicians when using bar code technology.

(c) Not later than November 1, 2007, the board shall report to the health finance commission established by IC 2-5-23-3 and the legislative council
regarding the board's findings under this SECTION. The report to the legislative council must be in an electronic format under IC 5-14-6.

(d) This SECTION expires December 31, 2008.

IC 25-26-13-31.5
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Sec. 31.5. (a) Before January 1, 2008, the Indiana board of pharmacy, in consultation with the medical licensing board of Indiana, shall adopt rules under
IC 4-22-2 concerning the qualifications, protocols, and record keeping requirements for a pharmacist to administer immunizations under IC 25-26-13-31.2,
as added by this act. The rules must include the following requirements:

(1) The pharmacist must have completed an accredited training program.

(2) The pharmacist must be certified in cardiopulmonary resuscitation (CPR).

(3) The pharmacist must be prohibited from delegating the administration of the immunization to another person.

(4) The pharmacist must report adverse events.

(5) The pharmacist may report the immunization of each individual to the immunization data registry maintained by the state department under IC 16-
38-5.

(6) A pharmacist may not be required to administer an immunization or complete the accredited training program if the pharmacist chooses not to
administer any immunization.

(b) This SECTION expires July 1, 2008.

IC 25-26-13-31.6 Administration of inmunizations; emergency immunizations
Sec. 31.6. An emergency is declared for this act.
IC 25-26-13-32 State of emergency; suspension of statutes
Sec. 32. If a state of emergency is declared by:
(1) the governor under IC 10-14-3-12; or
(2) the President of the United States;
the board may, for the duration of the state of emergency, suspend the provisions of a statute or rule under this article that would prevent, hinder, or delay

the appropriate delivery of pharmaceutical care.
As added by P.L.98-2006, SEC.11.

36



TITLE 856 INDIANA BOARD OF PHARMACY
ARTICLE 1. PHARMACIES AND PHARMACISTS

Rule 1. Application Requirements (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 1.1. Definitions

856 IAC 1-1.1-1 Adoption of definitions
Authority: IC 25-26-13-4
Affected: IC 25-26-13-2; IC 35-48-1-1

Sec. 1. All terms which are defined in IC 25-26-13-2 shall have the same meanings as they are so defined when used in the rules and regulations of the
Indiana board of pharmacy found in Article 1 of Title 856 of the Indiana Administrative Code. (Indiana Board of Pharmacy; 856 IAC 1-1.1-1; filed Dec 3,
1985, 3:02 pm: 9 IR 767; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; errata filed Jan 9, 2002, 4:20 p.m.: 25 IR 1645; readopted filed Oct 4, 2007,
3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-1.1-2 “Pharmacy Practice Act” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 2. The term “Pharmacy Practice Act” when used in these regulations is in reference to Acts 1977, Public Law codified at IC 25-26-13 as amended
from time to time. (Indiana Board of Pharmacy; 856 IAC 1-1.1-2; filed Dec 3, 1985, 3:02 pm: 9 IR 767; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
errata filed Jan 9, 2002, 4:20 p.m.: 25 IR 1645, readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-1.1-3 “In personal attendance” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 3. The term “in personal attendance” as the same is in IC 25-26-13-18(a) of the Pharmacy Practice Act means being physically present in the area
specified as the dimensions of the pharmacy in the relevant pharmacy permit application. (Indiana Board of Pharmacy; 856 IAC 1-1.1-3; filed Dec 3, 1985,
3:02 pm: 9 IR 767, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; errata filed Jan 9, 2002, 4:20 p.m.: 25 IR 1645; readopted filed Oct 4, 2007, 3:33
p.m.: 20071031-IR-856070060RFA)

Rule 2. Pharmacists' Certificate

856 IAC 1-2-1 Display of certificate
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 1. Certificates of licensure shall be conspicuously displayed in the drugstore, pharmacy, hospital, dispensary or other place where drugs are sold or
dispensed and where the owner or holder thereof is in employment. Failure to comply with this rule shall be deemed sufficient cause for suspension or
revocation of the license. (Indiana Board of Pharmacy; Reg 2,Sec 1, filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 119; readopted filed Dec 2,
2001, 12:35p.m.: 25 IR 1331)

856 IAC 1-2-2 lllegal display of certificate; prohibition
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 2. The display of a certificate of licensure as a pharmacist in a drugstore, pharmacy, hospital, dispensary, or other place where drugs are sold or
dispensed, and in which place the owner and holder of such license is not in bona fide employment, shall be deemed an illegal use of such license, and
upon satisfactory proof of such illegal use, such license may be revoked. (Indiana Board of Pharmacy; Reg 2,Sec 2; filed Jun 18, 1962, 10:00 a.m.: Rules
and Regs. 1963, p. 119; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1331)

856 IAC 1-2-3 Notification of address change
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 3. All holders of a license as a pharmacist shall notify the Indiana board of pharmacy of any change of address. (Indiana Board of Pharmacy; Reg
2,Sec 3; filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 119; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1331)
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856 IAC 1-2-4 Service by mail sufficient notice
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 4. The Board has no way of knowing whether or not a notice reaches its destination and, therefore, when a notice has been mailed to the person
concerned, the duty of the Board has been performed. (Indiana Board of Pharmacy; Reg 2,Sec 4; filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p.
119; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-2-5 Duplicate certificate or drugstore permit; fees (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Aug 12, 1987, 9:45 am: 11 IR 94)

Rule 3. Experience (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 3.1. Examination and Experience Requirements

856 IAC 1-3.1-1 Licensure by examination
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. All pharmacist applicants for licensure by examination qualified by law and as provided in rules of the board shall take the complete examination
consisting of North American Pharmacist Licensure Examination (NAPLEX™) and the Multistate Pharmacy Jurisprudence Examination (MPJE™). All
exams shall be given in the English language only. (Indiana Board of Pharmacy; 856 IAC 1-3.1-1; filed Dec 3, 1985, 3:02 p.m.: 9 IR 767, filed Apr 23, 1999,
2:06 p.m.: 22 IR 2876; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-3.1-2 Information for licensure
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 2. (a) Persons seeking licensure by examination shall file an application on a form supplied by the board.

(b) Persons seeking licensure by examination shall provide the following information on, or submit such information with, the application for licensure:

) Complete name, address, and telephone number.

Date and place of birth.

Certification of complete history and structure of hours of pharmacy experience prior to and after graduation.

Intern/extern certificate number, including date and state from which certificate was issued.

Two (2) recent passport-type (2”x 2”) photographs of the applicant, taken within eight (8) weeks prior to filing the application.

The fee as required by 856 IAC 1-27-1.

Either:

(A) certification of graduation from a program approved by the board pursuant to 856 IAC 1-5-1; or

(B) in the case of an applicant applying in the last half-year of the curriculum, certification from the dean of an approved pharmacy program that the
applicant is expected to successfully complete the curriculum; however, the applicant shall not be allowed to sit for the examination until the board has
received certification of graduation.

(Indiana Board of Pharmacy; 856 IAC 1-3.1-2; filed Dec 3, 1985, 3:02 p.m.: 9 IR 767; filed Aug 12, 1987, 9:45 a.m.: 11 IR 94; filed Apr 23, 1999, 2:06 p.m.:
22 IR 2876; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)
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856 IAC 1-3.1-3 Passing scores
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 3. To successfully pass an examination, the applicant must attain a general average of not less than seventy-five (75) on the examination taken after
the effective date of this rule. (Indiana Board of Pharmacy; 856 IAC 1-3.1-3; filed Dec 3, 1985, 3:02 p.m.: 9 IR 767; readopted filed Dec 2, 2001, 12:35 p.m.:
251R 1331)

856 IAC 1-3.1-4 Reexamination
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 4. If an applicant fails an examination or any portion of an examination and wishes to retake the failed portions, the applicant shall file a new
complete application, except that the applicant may include affidavits or data concerning his or her experience in a pharmacy and attendance at a college or
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school of pharmacy by referring to the original application. An applicant who fails to pass a portion of the examination after two (2) sittings shall be permitted
to take subsequent examinations, providing the candidate first both appears before the board for consultation, and receives the express written permission
of the board. (Indiana Board of Pharmacy; 856 IAC 1-3.1-4; filed Dec 3, 1985, 3:02 p.m.: 9 IR 767; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1331)

856 IAC 1-3.1-5 Pharmacist intern/extern; experience requirement
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 5. The period of practical experience required by law for an applicant for a pharmacist license shall be computed and credited from the date of
registration as a pharmacist intern/extern, with no credit given for any experience in pharmacy prior to registration or during a period when the registration
has lapsed or is suspended or revoked by the board. (Indiana Board of Pharmacy; 856 IAC 1-3.1-5; filed Dec 3, 1985, 3:02 p.m.: 9 IR 768; filed Apr 23,
1999, 2:06 p.m.. 22 IR 2876; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-3.1-6 Board approval required for practical experience programs for pharmacist intern/extern registration; pharmacy permit required,
exceptions; prior approval of nonpharmacy experience site; minimum-maximum hours of practical experience

Authority: IC 25-26-13-4

Affected: IC 25-26-13

Sec. 6. (a) The Indiana board of pharmacy (board) shall approve all practical experience programs wherever served. Persons responsible for the integrity
and content of practical experience programs shall furnish information regarding material changes to the board, prior to implementation, for approval of the
program. Approval may be withheld for cause, which may include, but is not limited to, unapproved material change in the program or change in program
administration.

(b) All persons wishing to satisfy their practical experience requirements in Indiana shall possess a valid registration as a pharmacist intern or extern in
Indiana while the practical experience hours are being served.

(c) If the experience is in a pharmacy that is required by law to have a pharmacy permit, that pharmacy must have a valid pharmacy permit. A pharmacy
permit is not required if:

(1) the practical experience is being obtained at a site other than a pharmacy, for example, sites primarily engaged in:
A) manufacturing;
research;
consulting;
drug information;
drug utilization review; or
F) other pharmacy-related activity; or
(2) the experience is in a pharmacy that is not required to have a permit, for example, federally owned facilities.
(d) Prior approval is required for experience in a site other than a pharmacy. A written request must be submitted to the board prior to beginning the
experience period if:
(1) an individual intern or preceptor is seeking board approval, the request for approval shall include:
(A) a detailed description of the proposed practical experience program with respect to time, place, duties, responsibilities, and supervision; and
(B) the name of the person responsible for supervising the experience; or
(2) an approved college or school of pharmacy is seeking board approval for experiential courses, the request for approval shall include:
(A) a detailed description of the proposed practical experience course with respect to duties, responsibilities, and supervision; and
(B) the name of the course coordinator responsible for site selection and maintenance of the integrity of the program.

(e) Acceptable practical experience time per week shall consist of not less than four (4) and not more than sixty (60) hours of time per week served under
the supervision of a pharmacist or another board approved practical experience supervisor. (Indiana Board of Pharmacy; 856 IAC 1-3.1-6; filed Dec 3, 1985,
3:02p.m.: 9 IR 768; filed Apr 23, 1999, 2:06 p.m.: 22 IR 2876; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1331)

856 IAC 1-3.1-7 Pharmacist intern/extern; program requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13-2

Sec. 7. (a) Practical experience requirements for pharmacist interns/externs in Indiana may be satisfied by complying with either of the following:

(1) Completion of the practical experience requirements of the college or school of pharmacy from which the intern/extern has graduated, if the
curriculum of the college or school has been accredited by:

(A) the American Council on Pharmaceutical Education (ACPE);
(B) the Canadian Council on Pharmacy Accreditation (CCPA); or
(C) another board-approved practical experience program.

(2) In the event the intern/extern has graduated from a nonaccredited program as outlined in subdivision (1) or has no practical experience as a part of
that individual’s educational curriculum, the intern/extern must complete a minimum of one thousand five hundred (1,500) hours of practical experience
under the supervision of a pharmacist and provide the board, prior to or concurrent with application for licensure, a written description of the objectives and
duties of that experience.
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(b) If a candidate for licensure as a pharmacist in Indiana has been licensed as a pharmacist in another state or jurisdiction and has been engaged in the
practice of pharmacy as defined in IC 25-26-13-2 for a period of not less than one (1) year, the practical experience requirement is waived.
(Indiana Board of Pharmacy; 856 IAC 1-3.1-7; filed Dec 3, 1985, 3:02 p.m.: 9 IR 768; filed Jan 3, 2000, 10:03 a.m.: 23 IR 1107; readopted filed Dec 2, 2001,
12:35p.m.: 25 IR 1332)

856 IAC 1-3.1-8 Pharmacist intern/extern; minimum/maximum hours of supervision (Repealed)
Sec. 8. (Repealed by Indiana Board of Pharmacy; filed Apr 23, 1999, 2:06 p.m.: 22 IR 2878)

856 IAC 1-3.1-9 Pharmacist intern/extern; practical experience affidavits
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 9. The acceptable pharmacist intern or pharmacist extern practical experience time must be verified by practical experience affidavits signed at the
termination of each period of practical experience. All such affidavits must list all practical experience time on a calendar week basis showing actual time
served each week.

(Indiana Board of Pharmacy; 856 IAC 1-3.1-9; filed Dec 3, 1985, 3:02 p.m.. 9 IR 768; filed Apr 23, 1999, 2:06 p.m.. 22 IR 2877; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-3.1-10 Pharmacist intern/extern; unacceptable experience time (Repealed)
Sec. 10. (Repealed by Indiana Board of Pharmacy; filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340)

856 IAC 1-3.1-11 Out-of-state externship and other practical experience programs; postgraduate requirements; taking the licensure examination
before completion of practical experience

Authority: IC 25-26-13-4

Affected: IC 25-26-13-11

Sec. 11. (a) Time accepted for experience gained in approved school supervised practical experience programs in other states successfully completed
while enrolled in a professional degree program recognized under IC 25-26-13-11(a)(3) will be credited toward fulfillment of experience hours required under
section 7 of this rule. Time accepted for practical experience obtained while not enrolled in a professional degree program and approved under section 6 of
this rule may be credited to experience requirements at the board’s discretion, whether or not served in Indiana.

(b) A description of the out-of-state practical experience program with the number of hours it contains shall be submitted with the certification for
evaluation by the board subject to the following:

(1) Students supplying detailed information on their program at least eight (8) weeks in advance of the board examination date will have their hours
evaluated to determine the number that will be accepted toward the prelicensure five hundred twenty (520) hour requirement.

(2) Students not supplying sufficient detailed information on their program or failing to submit the same within eight (8) weeks before the board
examination to allow evaluation may take the exam prior to the evaluation of their program. After evaluation, they will be notified of the hours that may be
accepted. If sufficient hours are not accepted, licensure will not be granted.

(c) A candidate for licensure who has graduated from an approved school of pharmacy may take the examination before completing the required practical
experience hours. However, the candidate will not be licensed as a pharmacist until affidavits are received for the entire practical experience requirement.
(Indiana Board of Pharmacy; 856 IAC 1-3.1-11; filed Dec 3, 1985, 3:02 p.m.: 9 IR 768; errata, 9 IR 1101; filed Apr 23, 1999, 2:06 p.m.: 22 IR 2877;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-3.1-12 Out-of-state practical experience; reciprocity
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 12. Practical experience time served in another state will be accepted and will permit the applicant to take the NAPLEX examination subject to
section 11 of this rule if the following requirements are met:

(1) The practical experience time served in such other state meets all requirements of Indiana law and is experience time of the type that is acceptable
to the Indiana board of pharmacy (board).

(2) The applicant has a valid intern or apprentice license from the state where the experience is served. Or, if that other state does not require an intern
or apprentice license, the applicant must submit certification or an affidavit from the secretary of the board that state showing that no intern or apprentice
license is required.

(Indiana Board of Pharmacy; 856 IAC 1-3.1-12; filed Dec 3, 1985, 3:02 p.m.: 9 IR 769; filed Apr 23, 1999, 2:06 p.m.: 22 IR 2878; readopted filed Dec 2,
2001, 12:35p.m.: 25 IR 1332)

856 IAC 1-3.1-13 Fraud or misrepresentation in applying for or taking examination
Authority: IC 25-26-13-4
Affected: IC 25-26-13
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Sec. 13. Any misrepresentation made or any fraud perpetrated in an application for examination, or in the examination, shall be deemed sufficient cause
for the refusal of such application, or to complete such examination, and if such misrepresentation or fraud is not discovered until later than at the time of the
submission of such application, or until the completion of such examination, it shall be deemed sufficient cause for the dismissal from the examination, or the
refusal to grant a certificate, or the revocation of the certificate if already issued, and the fee paid with such application for such examination shall be
forfeited; provided, however, that the action of the board shall be subject to the law in force with respect to the denial of a license or permit on application.
(Indiana Board of Pharmacy; 856 IAC 1-3.1-13; filed Dec 3, 1985, 3:02 pm: 9 IR 769; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

Rule 4. Reciprocity

856 IAC 1-4-1 License transfer
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. All applicants for license transfer registration must submit their application, with a certified photograph of the applicant and if necessary a copy of
their birth certificate attached thereto, and may be requested to appear in person before the Indiana board of pharmacy (board) for a personal interview
during a board meeting. An Indiana law examination must be passed before any certificate of licensure will be issued. A practical examination will be
administered to the applicant if the board determines that the applicant has not been actively practicing pharmacy in the twelve (12) months preceding the
application. Applications for license transfer must be reviewed and approved at a board meeting prior to examination and prior to the applicant’s board
requested personal appearance.

(Indiana Board of Pharmacy; Reg 4, Sec 1; filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 119; filed Dec 3, 1985, 3:02 p.m.: 9 IR 769; filed Apr
23,1999, 2:06 p.m.: 22 IR 2878; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1333)

856 IAC 1-4-2 Application forms
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 2. All applicants applying for license transfer in Indiana are required to make application on the official application blanks issued by the National
Association of Boards of Pharmacy.
(Indiana Board of Pharmacy; Reg 4,Sec 2; filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 119; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR
1333)

856 IAC 1-4-3 Restoration of Indiana certification by reciprocity (Repealed)
Sec. 3. (Repealed by Indiana Board of Pharmacy; filed Apr 23, 1999, 2:06 p.m.: 22 IR 2878)
856 IAC 1-4-4 Qualifications of applicants for license transfer
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11
Sec. 4. Applicants for license transfer will be admitted to Indiana only if their qualifications for licensure, possessed at the time of their original registration
in the state from which they came, were equal to the requirements of Indiana at that time.
(Indiana Board of Pharmacy; Reg 4,Sec 4; filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 120; readopted filed Dec 2, 2001, 12:35 p.m.. 25 IR
1333)
Rule 5. Recognition of Accredited Schools
856 IAC 1-5-1 Recognition of accredited schools or colleges (Repealed)
Sec. 1. (Repealed by Indiana Board of Pharmacy; filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340)

Rule 6. Drugstores, Pharmacies, Apothecary Shops (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Jun 20, 2001, 3:59 p.m.: 24 IR 3651)

Rule 6.1. Drugstores, Pharmacies, Apothecary Shops

856 IAC 1-6.1-1 Pharmacy equipment; lack of access between adjacent pharmacies
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 1. (a) In addition to the requirements of IC 25-26-13-18, the qualifying pharmacist for each pharmacy issued a permit by the board shall be
responsible for all decisions concerning the additional fixtures, facilities, and equipment needed by the pharmacy to operate properly in compliance with the
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law regulating pharmacies. In making those decisions, the qualifying pharmacist shall consider minimum health, safety, and security measures as well as the
type and scope of practice, the patient's needs, and the laws and rules that apply.

(b) If requested by a representative of the Indiana board of pharmacy (board), the qualifying pharmacist shall justify, in writing, all decisions made
under this rule.

(c) The board shall determine whether minimum health, safety, and security measures have been satisfactorily met by an applicant for a pharmacy
permit before the permit is issued or at any time the permit is in effect.

(d) If the board determines that a pharmacy does not meet the requirements of IC 25-26-13-18 and this rule, it will identify and notify the qualifying
pharmacist of the deficiencies. The qualifying pharmacist shall correct or cause to be corrected the deficiencies identified within thirty (30) days of notification
by the board of the noncompliance.

(e) Failure to timely correct the deficiencies identified is grounds for denial or revocation of a permit.

(f) To assure that no pharmacy is left unattended by a pharmacist while that pharmacy is in operation, no means of access may be constructed or
maintained between adjacent pharmacies.

(Indiana Board of Pharmacy; 856 IAC 1-6.1-1; filed Jun 20, 2001, 3:59 p.m.: 24 IR 3651)

Rule 7. Pharmacy Permits

856 IAC 1-7-1 Change of pharmacy ownership
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 1. In case of change of ownership of a pharmacy the original permit becomes void and must be returned, by the new owner, with application to the
Board of Pharmacy for a new permit.
(Indiana Board of Pharmacy; Reg 7,Sec 1; filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p. 121; readopted filed Sep 14, 2001, 3:04 p.m.. 25 IR 532;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-7-2 Application for permit to conduct pharmacy
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 2. All applications for a permit to conduct a pharmacy will require the action of at least a quorum of the Board.
(Indiana Board of Pharmacy; Reg 7,Sec 2; filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p. 121; readopted filed Sep 14, 2001, 3:04 p.m.: 25 IR 532;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-7-3 Relocation of pharmacy
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11; IC 25-26-13-18

Sec. 3. To be eligible for relocation of a pharmacy an applicant must show to the satisfaction of the board that the requirements for the eligibility for a
pharmacy permit as set out in IC 25-26-13-18 will be met. Prior to relocating a pharmacy the proprietor shall file an application, on a form prescribed and
furnished by the board, setting out all information so requested on such form. Prior to moving a pharmacy, after receipt of board approval, the permit holder
shall submit the premises to a qualifying inspection by a representative of the board.

(Indiana Board of Pharmacy; Reg 7, Sec 3; filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p. 121; filed Dec 3, 1985, 3:02 pm: 9 IR 770; readopted
filed Sep 14, 2001, 3:04 p.m.: 25 IR 532; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-7-4 Licensed pharmacist required for each pharmacy
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-11

Sec. 4. Every application for a permit to operate a pharmacy must set forth the name of the pharmacist, licensed by the Indiana board of pharmacy, who
will be in full responsible charge for the legal operation of the pharmacy under said permit. Any person, firm, corporation, co-partnership or association
owning or operating more than one pharmacy must secure a permit for each such pharmacy and no single registered pharmacist shall be permitted to
qualify for more than one store. Provided, however, nothing in this regulation shall be construed to apply to the ownership of such pharmacy but shall apply
only to the issuance of permits for the operation of such pharmacy.

(Indiana Board of Pharmacy; Reg 7, Sec 4; filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p. 122; filed Dec 3, 1985, 3:02 pm: 9 IR 770; readopted
filed Sep 14, 2001, 3:04 p.m.: 25 IR 532; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-7-5 Pharmaceutical consultation service for extended care facilities; notice to board (Expired)
Sec. 5. (Expired under IC 4-22-2.5, effective January 1, 2003.)

856 IAC 1-7-6 Consulting pharmacist and dispensing pharmacist; definitions (Expired)
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Sec. 6. (Expired under IC 4-22-2.5, effective January 1, 2003.)
856 IAC 1-7-7 Duties of consulting pharmacist (Expired)
Sec. 7. (Expired under IC 4-22-2.5, effective January 1, 2003.)
Rule 8. Known Pharmaceutical Manufacturer and Manufacturer—Definition
856 IAC 1-8-1 Known pharmaceutical manufacturer; definition (Repealed)
Sec. 1. (Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)
856 IAC 1-8-2 “Manufacturer” defined (Repealed)
Sec. 2. (Repealed by Indiana Board of Pharmacy; filed Feb 11, 1981, 9:05 am: 4 IR 379)

Rule 9. Application for Prohibited Drugs (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Feb 11, 1981, 9:05 am: 4 IR 379)

Rule 10. Non-Drug Products (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 11. Toxic Preparations (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 12. Poisons (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340)

Rule 13. General Definitions
856 IAC 1-13-1 Calendar week (Repealed)

Sec. 1. (Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)
856 IAC 1-13-2 “Be in personal attendance” defined (Repealed)

Sec. 2. (Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

856 IAC 1-13-3 “Prescription department closed” closing hours; electronic monitoring; applicability
Authority: IC 25-26-13-4
Affected: IC 25-26-13-10; IC 25-26-13-19

Sec. 3. (a) This section and section 4 of this rule implement IC 25-26-13-19 concerning board approval for Type | and Type VI pharmacies to be opened
to the general public without a pharmacist on duty. This section and section 4 of this rule apply only in situations where the entire area of the business is
licensed as a pharmacy. This section, section 4 of this rule, and IC 25-26-13-19 do not apply where the only area of a business licensed as a pharmacy is
the prescription department.

(b) The following definitions apply throughout this section:

(1) “Absence of pharmacist” means those periods when the prescription department is closed and secured and the pharmacist is not present in the
pharmacy.

(2) “Electronic monitoring system” means a system having the ability by light beam, heat, motion, or other electronically activated method to detect the
presence of unauthorized persons or instrumentalities in a given area, and relay or report that detection as described in this section.

(3) “Prescription department” means that area of the pharmacy where the legend drugs, devices, and other merchandise or items which can only be
dispensed or delivered by a pharmacist are located and which must be secured in the absence of the pharmacist.

(4) “Reasonable barrier” means an obstruction or barricade that blocks or impedes the entry into the area by an ordinary person, and includes, but is
not limited to, a latched or locked gate of sufficient height and construction that an ordinary person cannot breach the barrier and/or violate the space being
monitored without detection.

(5) “Secured” means either of the following:

(A) An area is completely enclosed as to its perimeter, from floor to ceiling, and locked.
(B) Through installation of reasonable barriers, an area not readily accessible which is monitored by a board approved electronic monitoring system
covering all portions of the secured areas.
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(c) Before a pharmacy may be open to the general public without a pharmacist on duty, the pharmacy must file an application with the board and have it
approved by the board under IC 25-26-13-19. The pharmacy must abide by the closing hours designated in the application. Any change from the hours as
stated in the application must be submitted in writing to the board.

(d) Under IC 25-26-13-19, a prescription department may be locked or secured while the remainder of the pharmacy remains open to the public if the
following criteria are met:

(1) The prescription department is constructed in such a manner or located in such an area that reasonable barriers are in place which prevent the
easy and/or quick access to legend drugs and other articles which are in the prescription department. These barriers may be doors or other obstacles as the
occasion requires.

(2) The prescription department, if not secured and locked as described in subsection (b)(5)(A), must be secured and monitored by a board approved
electronic monitoring device that provides the following:

(A) On-site audible alarm that is clearly and continuously audible at all points within the pharmacy.
(B) Off-site audible or visual alarm that is continuously monitored at all times that the pharmacy remains open while the prescription department is
closed and secured.

(3) Any violation or breach of the secured area shall be duly recorded by the qualifying pharmacist of the pharmacy and by the off-site security
monitoring agency and reported to the board within seventy-two (72) hours of the violation or breach. This report shall include the nature of the violation or
breach.

(4) Facilities monitored electronically must provide for backup power for the eventuality that there is an electronic power failure for any reason. Such
backup power shall be capable of continuing the monitoring for a period of no less than thirty-six (36) hours.

(5) The electronic monitoring system shall be activated and inactivated only by key or combination. Alarms which have been triggered shall only be
reset and/or reactivated by a pharmacist. The key or combination shall only be in the possession or knowledge of a pharmacist. Reasonable exceptions
shall be made to this for security system operators. However, in no case shall a security system operator have access to the secured area without the
presence of a pharmacist. Such exceptions shall be listed in the application under this section and shall be subject to approval by the board.

(e) Under IC 25-26-13-10(b), the board may revoke or limit the privilege to be open to the general public without a pharmacist on duty if the pharmacy
violates this section or section 4 of this rule.

(Indiana Board of Pharmacy; Reg 13, Sec 3; filed Jun 18, 1962, 10:00 a.m.. Rules and Regs. 1963, p. 124; filed May 15, 1992, 5:00 p.m.: 15 IR 2246;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-13-4 Record of hours open without a pharmacist on duty
Authority: IC 25-26-13-4; IC 25-26-13-19
Affected: IC 25-26-13-4; IC 25-26-13-19

Sec. 4. The pharmacist shall maintain a record stating any hours that the pharmacy has been open for business without having a pharmacist on duty if
those hours vary from the hours listed in the application under section 3(c) of this rule. Entries in this written record shall be made in ink of the time the
pharmacist is absent. The written record shall be maintained in the pharmacy and shall be available for examination by members of the board or their
inspectors for a period of not less than two (2) years from the date of the last entry in the record. (Indiana Board of Pharmacy; Reg 13, Sec 4; filed Jun 18,
1962, 10:00 a.m.: Rules and Regs. 1963, p. 125; filed May 15, 1992, 5:00 p.m.: 15 IR 2247, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-13-5 Legend drugs (Repealed)
Sec. 5. (Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 14. Physical Inventory of Merchandise (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 15. Pharmacists' Notification of Termination

856 IAC 1-15-1 Pharmacist leaving employ of pharmacy; notice to board; application to qualify permit
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4; IC 25-26-13-18

Sec. 1. If a qualified pharmacist, who, having upon the basis of his or her qualifications caused a pharmacy permit to be granted to any person, firm,
corporation or copartnership desiring to operate, maintain, open or establish a pharmacy should leave the employ of such pharmacy, he or she shall
immediately notify the Indiana board of pharmacy (board) and the owner shall file an application with the board to qualify the permit with another pharmacist.
(Indiana Board of Pharmacy; Reg 15, Sec 1, filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 125; filed Dec 3, 1985, 3:02 p.m.: 9 IR 771; readopted
filed Dec 2, 2001, 12:35 p.m.: 25 IR 1333)

Rule 16. New Pharmacist (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 17. Practice of Pharmacy (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)
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Rule 18. Narcotic License (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Feb 11, 1981, 9:05 am: 4 IR 379)

Rule 19. Adoption by Reference of U.S. Federal Rules Pertaining to Narcotics (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Feb 11, 1981, 9:05 am: 4 IR 379)

Rule 20. Violations and Penalties

856 IAC 1-20-1 Prohibitions
Authority: IC 25-26-13-4
Affected: IC 25-26; IC 35-48

Sec. 1. A pharmacist licensed to practice pharmacy under IC 25-26-13-1 through 25-26-13-29, or a pharmacist extern or a pharmacist intern licensed
under IC 25-26-13-10, as a part of the responsibility, to not knowingly violate the Indiana board of pharmacy’s (board’s) standards for the competent practice
of pharmacy shall not do the following:

(1) Violate the Uniform Indiana Controlled Substances Act found at IC 35-48-1-1 through 35-48-4-14, as amended up to and including January 1, 1983,
or any of the rules promulgated by the board under the authority of the Uniform Indiana Controlled Substances Act, which were effective by January 1, 1983,
insofar as such violation would pertain to the sale of drugs and devices in Indiana as defined by IC 25-26-13-2.

(2) Violate the Indiana Legend Drug Act found at IC 16-6-8-1 through 16-6-8-9 [IC 16-6 was repealed by P.L.2-1993, SECTION 209, effective July 1,
1993.], as amended up to and including January 1, 1983, insofar as such violation would pertain to the sale of drugs and devices in Indiana as defined by IC
25-26-13-2.

(3) Violate IC 16-1-30-1 through IC 16-1-30-19 [IC 16-1 was repealed by P.L.2-1993, SECTION 209, effective July 1, 1993.], as amended to and
including January 1, 1983, which deal with adulterated and misbranded drugs or devices, or any rules promulgated by the board under the authority of IC
16-1-30-1 through IC 16-1-30-19 [IC 16-1 was repealed by P.L.2-1993, SECTION 209, effective July 1, 1993.], which were effective as of January 1, 1983,
insofar as such violation would pertain to the sale of drugs and devices in Indiana as defined by IC 25-26-13-2.

(4) Violate 21 U.S.C. 801 through 21 U.S.C. 1191, as amended, up to January 1, 1983, which deal with drug abuse and any of the rules and
regulations promulgated under the authority of said Title and Sections as of January 1, 1983, insofar as such violations would pertain to the sale of drugs
and devices in Indiana as defined by IC 25-26-13-2.

(5) Violate the Federal Food, Drug, and Cosmetic Act, which is found at 21 U.S.C. 301 through 21 U.S.C. 392, as amended, up to January 1, 1983, or
any rules or regulations promulgated under the authority of the said act as of January 1, 1983, insofar as such violation would pertain to the sale of drugs or
devices in Indiana as defined by IC 25-26-13-2.

(6) Violate Executive Proclamations of the President of the United States, which were effective by January 1, 1983, which pertain to the sale of drugs
or devices in Indiana as defined by IC 25-26-13-2.

(7) Sell, as defined in IC 25-26-13-2, controlled substances or legend drugs with or without prescription, where such sale or distribution is not in good
faith and enables the person to whom the sale is made to supply or divert the controlled substances or legend drugs in an unlawful manner. The sale or
distribution of controlled substances or legend drugs in unusually large amounts and within an unusually short period of time to the same individual is
considered to be against the public welfare, health and safety and may be determined to be a sale or distribution not in good faith.

(8) Sell, as defined in IC 25-26-13-2, to the public any drugs, biologicals, medicinal substances, or devices when such pharmacist knows such drugs,
biologicals, medicinal substances, or devices to be forgeries or a counterfeit product or beyond the manufacturer’s expiration date.

(9) Aid or abet in the practice of a pharmacy a person not having a license to practice as a pharmacist in Indiana.

(10) Practice pharmacy in such a manner as to amount to incompetency or negligence in the sale or dispensation of legend drugs as defined in the
Indiana Legend Drug Act under IC 16-6-8-2 [IC 16-6 was repealed by P.L.2-1993, SECTION 209, effective July 1, 1993.] or controlled substance as defined
in the Uniform Controlled Substances Act of 1973, under IC 35-48-1-1.

(11) Violate the act regulating the practice of pharmacy in Indiana, which is codified at IC 25-26-13-1 through IC 25-26-13-29 as amended up to and
including January 1, 1983, or any of the rules promulgated by the board under the authority of the said act, which were effective by January 1, 1983.

(Indiana Board of Pharmacy; Reg 20; filed Nov 17, 1978, 2:06 p.m.: 2 IR 63; filed Jul 28, 1983, 9:01 a.m.. 6 IR 1745, readopted filed Dec 2, 2001, 12:35
p.m.: 251R 1333)

Rule 21. Resale of Returned Substances

856 IAC 1-21-1 Resale of returned substances
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 1. (a) This section implements and interprets IC 25-26-13-25(h) concerning the resale or redistribution of medications.

(b) For a medication to have been properly stored and securely maintained according to sound pharmacy practices, the storage and administration of
medications in the institutional facility must be under the immediate control of licensed nursing personnel.

(c) If the medication was originally packaged by the dispensing pharmacy, it cannot be resold or redistributed unless:
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(1) the medication has been repackaged into unit-dose packaging using packaging materials that meets Class A or Class B standards, found in the
United States Pharmacopeia (U.S.P.), page 1574, published by the United States Pharmacopeia, 22nd Revision, January 1, 1990, United States
Pharmacopeia Convention, Inc., 12601 Twinbrook Parkway, Rockville, Maryland 20852, which standards are incorporated herein by reference; and

(2) the repackaging process complies with the standards as found in the “Proper Treatment of Products Subjected to Additional Manipulations, Section
1191” of the United States Pharmacopeia, page 1705, 22nd Revision, 1990, which section is incorporated herein by reference.

(d) A medication repackaged under the provisions of subsection (c) shall be labeled with an expiration date of not greater than one (1) year until the
manufacturer’s expiration date, whichever is earlier.
(Indiana Board of Pharmacy; Reg 21, Sec 1; filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 128; filed Mar 31, 1992, 5:00 p.m.: 15 IR 1391;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1334)

Rule 22. Narcotics—Defined (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 23. Dispensing of Dangerous Drugs

856 IAC 1-23-1 Dispensing of dangerous drugs
Authority: IC 25-26-13-4
Affected: IC 16-42-22; IC 25-26-13-4; IC 25-26-13-11

Sec. 1. In the sale or dispensing of any prescription drug or narcotic, the pharmacist shall be required to affix to the immediate container in which such

prescription drug or narcotic is delivered a label bearing the following information:

(1) The name, address, and telephone number of the establishment from which such drug was sold.

(2) The date on which the prescription for such drug was filled.

(3) The number of such prescription as filed in the prescription files of the pharmacy where the prescription was filled.

(4) The name of the practitioner who prescribed such drug.

(5) The name of the patient, and if such drug was prescribed for an animal, a statement of the species of the animal and the owner’s name.

(6) The directions for use of the drug as contained in the prescription.

(7) The name of the drug (trade or generic, or both) in compliance with the Generic Drug Law found in IC 16-42-22.
(Indiana Board of Pharmacy; Reg 23,Sec 1; filed Jun 18, 1962, 10:00 a.m.: Rules and Regs. 1963, p. 129; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR
1335)

Rule 24. Hospital Pharmacies (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Jun 8, 1982, 10:04 am: 5 IR 1420)

Rule 25. Internship for Apprentice Pharmacists (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3, 1985, 3:02 pm: 9 IR 771)

Rule 26. Continuing Professional Education

856 IAC 1-26-1 Continuing professional education; general requirements; definitions
Authority: IC 25-26-13-4
Affected: IC 25-1-9-3; IC 25-26-13-14

Sec. 1. (a) The following definitions apply throughout this rule:

(1) “Continuing professional education” or “continuing education” means accredited postlicensure professional educational experience derived from
participation in postgraduate studies, institutes, seminars, lectures, conferences, workshops, and such other forms of educational experiences so as to
maintain the professional competency of the practice of pharmacy, improve pharmacy professional skills, and preserve pharmaceutical standards for the
purpose of the protection of the health and welfare of the citizens of Indiana.

(2) “Hours” means measurement of value applied to a particular accredited continuing pharmacy educational activity as assigned by the Indiana board
of pharmacy (board) relative to maintaining the competency of a pharmacist.

(3) “Contact hour” means not less than fifty (50) nor more than sixty (60) minutes of clock time participating in a continuing education program.

(4) “Continuing education unit” or “CEU” means ten (10) contact hours of continuing education credit.

(5) “Approved by ACPE” means pharmacy continuing education providers that meet the requirements of “The ACPE Continuing Education Provider
Approval Program Criteria for Quality and Interpretive Guidelines” as published by the American Council on Pharmaceutical Education, Inc., Chicago, lllinois
on July 1991.

(b) In order to qualify for licensure renewal, a pharmacist must meet the continuing professional education requirements as follows:

(1) Thirty (30) hours (three (3) CEUs) of continuing education as required by this rule shall be required each biennium.

(2) No hours may be carried forward from one (1) biennium to another. However, if a pharmacist fails to meet the requirements of this rule during the
biennial period, the pharmacist may earn and report sufficient hours during a succeeding biennium and apply the continuing education hours retroactively to
the previous biennium as if they had been earned in that previous biennium in order to qualify for renewal of the pharmacist's license. In the event a
pharmacist applies credits to a previous biennium for the reasons stated in this section, those credits may not be used for any other biennium.
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(3) All continuing education program hours from sponsors not approved by ACPE must be evaluated and accepted by the board.

(4) Continuing education biennium shall be that time period consisting of January 1 of all even-numbered years through December 31 of the following
odd-numbered year.

(c) Accredited continuing education hours may be compiled in the following ways if the sponsor grants the participant a certificate of completion:

(1) Cassette and audio-visual presentation.
) In-company professional seminars.

3) Accredited school of pharmacy continuing education programs.
4) Postgraduate courses in pharmaceutical sciences.
5) Correspondence courses.
6) Programs granted continuing education credit by other states.
7) Continuing education television series.
8) Programs sponsored by professional groups in public health provider services.
9) Professional society and association sponsored program.
10) Approved business, management, and computer courses.
11) Programs of sponsors approved by ACPE.

(d) Accredited continuing education hours may be compiled from other programs and experiences if they are evaluated and accepted by the board as
meeting the definition of continuing professional education as found in subsection (a)(1).

(e) As provided in subsection (b)(3), continuing education sponsors (hereinafter referred to as sponsors) are responsible for submitting continuing
education programs to the board for approval in addition to the following:

(1) A sponsor shall be any person, school, association, or corporation who develops a continuing education program.

(2) The continuing education program must receive approval of the board for final acceptance.

(3) If a sponsor wishes to notify prospective participants in advance of the value (in hours or in CEUs) of a program, the content of the program shall be
submitted to the board for evaluation. If the sponsor does not submit the content for evaluation, the sponsor shall note in all material relevant to the program
that it has not been evaluated and the hours of credit listed are subject to review by the board.

(4) Sponsors shall receive written notice from the board for approval or disapproval from the board. Approved programs shall be given an identification
number stating the year and hourly value.

(6) Program changes must be made to and accepted by the board or the evaluation and acceptance of the program becomes null and void.
(6) Continuing education credit may be granted only once for each program to any individual participant.
(7) Any member of the board shall have the right to attend and participate in any continuing education program.

(8) Programs may be evaluated after presentation or participation if a written request is made to the board within ninety (90) days of the date of
presentation.

(9) Sponsors shall retain a file of participants’ program completion for four (4) years.

(10) When applying to the board for credit, sponsors shall supply the following information on the application for continuing education course approval,
supplied by the board:

A) Name and address of applicant.
(o

(2
(
(
(
(
(
(
(
(
(

B) Program title.
) Location, date, and time of program.
D) Sponsoring organization.
E) Type of program.
F) Name and qualification of each speaker.
G) Three (3) learning objectives for the program.
H) Contact hours of the course.
(1) Method for evaluating the program.
(f) Pharmacists licensed with the board (hereinafter called participants) have the following responsibilities:

(1) Obtain a minimum of thirty (30) hours of continuing education per biennium unless first licensed during the biennium which would make those newly
licensed individuals subject to subdivision (5):

(A) a maximum of one-fifth ('/s) of the total hours may be business, management, or computer courses;
(B) at least four-fifths (4/s) of the total hours must be pharmacy practice related; and
(C) at least one-half (¥2) of the total hours must be provided by sponsors approved by ACPE.

(2) Report program name, identification number, and approved hours of continuing education to the board at the time of license renewal.

(3) Retain a file of certificates of completion for four (4) years from the end of the biennium for which the continuing education applied in order to
provide copies of certificates upon request for the board’s periodic audit of continuing education compliance.

(4) Earn one and one-fourth (1.25) hours of continuing education credit for each month or part of a month from date of licensure until the end of the
biennium in which licensure originates if the pharmacist becomes licensed during the biennium. However, a pharmacist who becomes newly licensed for the
first time in any state in the last six (6) months of the biennium shall not be required to complete any continuing education for the biennium.

(5) Continuing education hours may be transferred from another state to Indiana if the transfer state recognizes Indiana continuing education hours.

(9) Failure to comply with any one (1) or all of the provisions of this rule while continuing to hold a license as a pharmacist in Indiana shall constitute
professional incompetence by failing to keep abreast of current professional theory or practice under IC 25-1-9-3(a)(4)(B) and the pharmacist is subject to
discipline under IC 25-1-9.
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(Indiana Board of Pharmacy; Reg 29; filed Mar 1, 1974, 3:05 p.m.: Rules and Regs. 1975, p. 516; filed Oct 26, 1984, 3:26 p.m.: 8 IR 212; filed Jan 21, 1994,
3:00 p.m.: 17 IR 1096, eff Jan 1, 1994 [IC 4-22-2-36 suspends the effectiveness of a rule document for thirty (30) days after filing with the secretary of state.
LSA Document #93-152 was filed Jan 21, 1994.]; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1339)

Rule 27. Fee Structure
856 IAC 1-27-1 Fees

Authority: IC 25-1-8-2; IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. (a) The following fees apply to an applicant for licensure to practice as a pharmacist:

(1) Application for examination for a pharmacist’s license $100

(2) Reexamination of the jurisprudence examination $25

(3) Reexamination of the practical examination $25

(4) Licensure by reciprocity (license transfer) $100

(5) Application for the renewal of a biennial license $160

(6) Certification of qualifications, grades, or registration to another state $10

(7) Wall certificate $10

(8) Duplicate pharmacist pocket license No Fee

(9) Compilation of pharmacy laws $10

(b) The following fees apply to an applicant for permission to operate, maintain, open, or establish a pharmacy:

(1) Initial application $100

(2) Application for renewal of biennial license $200

(3) Application for change of ownership $50

(4) Application for change of location $50

(5) Application for remodel $50

(6) Duplicate pharmacy permit No Fee

(7) Nonresident pharmacy initial application $100

(8) Application for renewal of nonresident pharmacy biennial license ~ $200

(c) The following fees apply to applicants for permits or certifications authorized by the board:

(1) Intern/extern initial application $10

(2) Intern/extern annual renewal $10

(3) Pharmacy technician initial application $25

(4) Pharmacy technician biennial renewal $25

(Indiana Board of Pharmacy; Reg 29; filed Aug 30, 1977, 8:25 a.m.: Rules and Regs. 1978, p. 660; filed Mar 5, 1985, 2:42 p.m.: 8 IR 802; filed Nov 13,
1985, 3:08 p.m.: 9 IR 772; filed Apr 30, 1986, 9:43 a.m.: 9 IR 2204; filed Sep 8, 1987, 2:30 p.m.: 11 IR 95; filed Jul 24, 1991, 2:45 p.m.: 14 IR 2238; filed Jun
6, 1996, 9:00 a.m.: 19 IR 3106; filed May 29, 1998, 11:56 a.m.: 21 IR 3931, filed Aug 5, 1998, 3:48 p.m.: 21 IR 4535; filed Apr 16, 2002, 9:03 a.m.: 25 IR
2739; filed Dec 12, 2003, 10:45 a.m.: 27 IR 1574) NOTE: Renumbered Reg 30 by 1978 Amendment.

Rule 28. Institutional Pharmacies (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1643)

Rule 28.1. Institutional Pharmacies and Pharmacy Services

856 IAC 1-28.1-1 Definitions
Authority: IC 25-26-13-4
Affected: IC 16-42-19-5; IC 25-6-3-7; IC 25-26-13

Sec. 1. In addition to the definitions in IC 25-26-13-2 and for purposes of this rule, the following definitions apply throughout this rule:
(1) “Cabinet” includes a mechanical storage device for dispensing drugs. The term means a locked or secured enclosure located outside the pharmacy
licensed area:
(A) to which only specifically authorized personnel may obtain access by key or combination available only to those authorized persons by:
(i) security code;
(ii) password; or
(iii) other method of positively identifying an individual; and
(B) that is sufficiently secure to deny access to unauthorized persons.
(2) “Cognitive services” means those acts and operations related to a patient's drug therapy that are judgmental in nature, based on knowledge, and
derived from empirical factual information.
(3) “Consultant pharmacist” means a pharmacist licensed pursuant to IC 25-26-13-11 and who engages in the practice of pharmacy in or for long term
care facility or other residential patients, other than as a supplying pharmacist.
(4) “Consulting” means the provision of nonsupply related cognitive services that include, but are not necessarily limited to, the following:
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(A) Drug regimen review as defined in IC 25-26-13-2.

(B) Provision of advice and counsel on drugs, the selection and use thereof to the facility, the patients therein, the health care providers of the facility
regarding the appropriateness, use, storage, handling, administration, and disposal of drugs within the facility.

(C) Participation in the development of policies and procedures for drug therapy within the institution, including storage, handling, administration,
and disposing of drugs and devices.

(D) Assuring the compliance with all applicable laws, rules, and regulations.

(E) Provision of educational and drug information sources for the education and training of the facility health care professionals.

(F) Accepting responsibility for the implementation and performance of review of quality-related or sentinel events as defined in this rule.

(5) “Emergency drugs” means those drugs that:

(A) may be required to meet the immediate therapeutic needs of patients; and

(B) are not available from any other authorized source in sufficient time to prevent risk of harm to patients by delay resulting from obtaining such
drugs from other sources.

(6) “Institutional facility” means any health care facility whose primary purpose is to provide a physical environment for patients to obtain health care
services, except those places where practitioners, as defined by IC 16-42-19-5, who are duly licensed, engage in private practice and pharmacies licensed
under IC 25-26-13-17.

(7) “Institutional pharmacy” means that portion of an institutional facility where pharmacy is practiced and is:

(A) the location of the selection, compounding, production, sale, storage, and distribution of drugs, devices, and investigational or new drugs used in
the diagnosis and treatment of injury, iliness, and disease pursuant to drug orders and prescriptions by practitioners; and
(B) licensed with the board under IC 25-6-3-7.

(8) “Performance improvement program” means a continuous, systematic review of key medication use processes to identify, evaluate, and improve
medication use and patient care.

(9) “Pharmacist in charge” (by whatever title, for example, “pharmacy manager”, “pharmacy director”, or “director of pharmacy”) means the pharmacist
who directs the activities of the institutional pharmacy and who is, as such, responsible for:

(A) all activities of the institutional pharmacy; and
(B) meeting the requirements of:
(i) IC 25-26-13;
(if) the rules of the board; and
(iii) any federal requirements pertaining to institutional pharmacies.
The qualifying pharmacist may, depending on the circumstances, also be the pharmacist in charge, though the pharmacist in charge is not required to be the
qualifying pharmacist.

(10) “Policy and procedure manual” means a written document containing the agreed-to institutional rules of operation and methodology for the
effective delivery of pharmacy services.

(11) “Qualifying pharmacist” means the pharmacist who accepts responsibility for the operation of a pharmacy as defined in IC 25-26-13-2 and whose
name is listed on the pharmacy permit granted under IC 25-26-13-17.

(12) “Quality-related event” means the inappropriate provision of pharmaceutical services whether or not resulting in an adverse health incident,
including the following:

(A) A variation from the practitioner’s order, including, but not limited to, the following:
(i) Dispensing an incorrect drug.
(ii) Dispensing an incorrect drug strength.
(iii) Dispensing an incorrect dosage form.
(iv) Dispensing a drug to a wrong patient.
(v) Providing inadequate or incorrect packaging, labeling, or directions.
(vi) Failing to provide an ordered drug.
(B) A failure to identify and manage:
i) overutilization or underutilization;
ii) therapeutic duplication;
iii) drug-disease contraindications;
iv) drug-drug interactions;
v) incorrect drug dosage or duration of therapy;
vi) drug-allergy interactions; or
(vii) clinical abuse and/or misuse.

(13) “Reversible condition” means a condition that requires intervention to resolve in a reasonable time.

(14) “Sentinel event” means an unexpected occurrence involving serious adverse effect, such as disability, life threatening condition, prolonged
hospitalization, or death in a patient resulting from medication use.

(15) “Supplying pharmacist” means that pharmacist licensed in the state where the pharmacist is practicing and who is practicing in a supplying
pharmacy (as defined in this rule) and who accepts responsibility for all aspects the drugs and devices sold (as defined in IC 25-26-13-2) or dispensed to a
facility.

(16) “Supplying pharmacy” means a pharmacy licensed in the state where the pharmacy is located and which provides drugs and devices to patients in
long term care or other facilities where patients reside.

(17) “Temporary condition” means a condition that resolves in a reasonable time without intervention.

(Indiana Board of Pharmacy; 856 IAC 1-28.1-1; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1636)

o . o
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856 IAC 1-28.1-2 Purpose
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 2. The purpose of this rule is to set forth the responsibilities of pharmacists and pharmacies serving institutional and home health care patients.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-2; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

856 IAC 1-28.1-3 Applicability
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 3. This rule is applicable to pharmacies located:
(1) within institutional facilities as defined in section 1 of this rule and classified as Type Il pharmacies in IC 25-26-13-17; and
(2) outside institutional facilities that serve institutionalized patients who are classified as Type Il and Type VI pharmacies as in IC 25-26-13-17.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-3; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

856 IAC 1-28.1-4 Pharmacist in charge; responsibilities
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 4. The pharmacist in charge or an appropriate designee shall:
(1) be responsible for establishing and carrying out a performance improvement program as defined in section 1 of this rule; and
(2) develop or be responsible for development of a policies and procedures manual that shall be of sufficient scope and detail that pharmacists
practicing in the institutional pharmacy will be able to practice effectively and safely.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-4; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

856 IAC 1-28.1-5 Policies and procedures manual
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 5. (a) The pharmacist in charge shall develop or be responsible for the development of a policies and procedures manual that shall be of sufficient
scope and detail that pharmacists practicing in the institutional pharmacy will be able to practice effectively and safely.
(b) The manual required in this section shall be available for inspection by a member of the board or its representative.
(c) The policies and procedures manual shall contain, at a minimum, the following:
(1) Provisions for a continuous quality improvement committee that shall be comprised of staff members of the pharmacy, including, but not necessarily
limited to, the following:
) Pharmacists.
Pharmacist interns or externs.
Pharmacy technicians.
Clerical or support staff.
Other persons deemed necessary by the qualifying pharmacist.
(2) Provisions for the pharmacist in charge or designee to ensure that the committee conducts a review of quality related events at least every three (3)
months.
(3) A process to record, measure, assess, and improve quality of patient care.
(4) The procedure for reviewing quality related or sentinel events.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-5; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

(A
()
(©)
(D)
(E)

856 IAC 1-28.1-6 Personnel
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 6. The qualifying pharmacist and/or the pharmacist in charge shall develop and implement, or cause to be developed and implemented, policies and
procedures that specify duties to be performed by pharmacy technicians and other ancillary personnel. (Indiana Board of Pharmacy; 856 IAC 1-28.1-6; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1638)

856 IAC 1-28.1-7 Pharmacist’s duties

Authority: IC 25-26-13-4
Affected: IC 16-42-19-3; IC 25-26-13-2; IC 25-26-13-31; IC 25-26-16
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Sec. 7. (a) Pursuant to authority granted in IC 25-26-13-2 and IC 25-26-13-31, the duties of the pharmacists practicing in the institutional pharmacy
include, but are not limited to, the requirements in this section.
(b) The pharmacist practicing in an institutional pharmacy shall, at a minimum, do the following:
(1) Obtain and maintain patient drug histories and drug profiles.
(2) Perform drug evaluations, drug utilization review, drug regimen review, and drug therapy management under protocol approved by the medical staff
of the institution and authorized by IC 25-26-16.
(3) Interpret the drug order written by a practitioner in or transmitted to an institutional facility and either received in or subsequently transmitted to the
pharmacy.
(4) Be responsible for checking all drug orders within a maximum of twenty-four (24) hours, including those written during periods when the pharmacy
is closed and orders are filled from sources, including emergency kits, drug cabinets, or the pharmacy as authorized under section 8(c) of this rule.
(5) Be responsible for drug product selection of the item that will be used to fill the drug order that may be established either by policy or formulary
pursuant to the institution’s pharmacy and therapeutics committee or related committee.
(6) Be responsible for determining the legality, completeness, and appropriateness of the drug order and product pursuant to IC 16-42-19-3.
(7) Participate in drug or drug-related research.
(8) Provide counseling, advising, and education of patients, patients’ care givers, and health care providers and professionals on issues regarding
drugs or drug therapy.
(9) Compound, label, administer, and dispense drugs or devices.
(10) Assess, record, and report quality related events as defined in this rule.
(11) Be responsible for storage and distribution of drugs and devices.
(12) Provide documentation in the medical record of the recommendations made related to the patient’s therapeutic response to medication.
(13) Any other duties that shall from time to time be necessary for the proper operation of the institutional pharmacy.
(c) The consultant pharmacist shall, in addition to the duties in subsection (b), provide cognitive services as defined in this rule, including, at a minimum,
the following:
(1) Drug regimen reviews as defined in IC 25-26-13-2.
(2) Offer advice and counsel to other health care providers as deemed appropriate regarding the pharmaceutical care of the patient.
(3) Develop or assist in the development of policies and procedures for the legal, safe, and effective means of handling, storing, and disposing of drugs
and devices.
(4) Be responsible for assuring the safe and appropriate receipt, labeling, storage, and disposal of all drugs placed outside the pharmacy licensed area
in emergency drug kits or other storage devices as authorized by law or rule.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-7; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1638)

856 IAC 1-28.1-8 Absence of pharmacist
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 8. (a) During such times as an institutional pharmacy is closed and unattended by a pharmacist, the drugs may be obtained for patient use as
outlined in this section.

(b) Cabinets, including mechanical storage devices for dispensing drugs, are locked or secured enclosures located outside the pharmacy licensed area,
to which only specifically authorized personnel may obtain access by key, combination, or security code, password, or other method of positively identifying
an individual, and are sufficiently secure to deny access to unauthorized persons. The qualifying pharmacist and/or pharmacist in charge shall, in
conjunction with the appropriate committee of the institutional facility, develop inventory listings of the drugs to be included in such cabinets and shall ensure
the following:

(1) Such listed drugs, properly labeled, are available therein.

(2) Only prepackaged drugs (meaning that no repackaging is required at the time of removal for an individual patient's use) are available therein, in
amounts sufficient for immediate therapeutic requirements for a period not to exceed twenty-four (24) hours.

(3) When drugs are used, a record is made to include a written physician’s order or accountability record.

(4) All drugs therein are reviewed by a pharmacist upon return to duty, not to exceed twenty-four (24) hours.

(5) There are written policies, procedures, and forms established to implement the requirements of this subsection.

(c) Whenever any drug is not available from floor supplies or cabinets, as defined in this section, and such drug is required to treat the immediate needs
of a patient, such drug may be obtained from the pharmacy in accordance with the requirements of this subsection. One (1) supervisory licensed nurse in
any given shift may have access to the pharmacy and may remove drugs there from. The qualifying pharmacist shall require that the removal of any drug
from the pharmacy by an authorized nurse be recorded on a suitable form, which includes the name of the drug, strength, amount, date, time, and signature
of nurse, and that a copy of the order shall be left with the form.

(d) Requirements for hospital emergency drug boxes, drug carts, emergency kits, emergency drug kits, crash carts, drug kits, or other storage method for
emergency drugs are as follows:

(1) Pharmacy policy and procedures shall assure the:
(A) availability;
(B) control; and
(C) security;
of emergency drug carts, drug kits, or drug boxes in the pharmacy and patient care areas.
(2) Procedures shall include the following:
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) Determination of drugs and quantities of drugs to be included.

) Labeling for expiration date.

) Process for restocking the cart, kit, or box.

) Security measures to prevent unauthorized access.

(Indiana Board of Pharmacy; 856 IAC 1-28.1-8; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1638)
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856 IAC 1-28.1-9 Emergency drug kits from Type Ill and Type VI pharmacies
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17; IC 35-38

Sec. 9. (a) Emergency drug kits supplied by pharmacies with a Type IIl or Type VI permit shall be in compliance with this section.
(b) All drugs in the emergency kit shall be provided and owned by a single supplying pharmacy.
(c) All drugs in the emergency drug kit shall be selected and approved by a committee whose membership includes, at a minimum, the following:
(1) The facility’s consultant pharmacist.
(2) A licensed nurse.
(3) A physician (medical doctor or doctor of osteopathy).
(4) The facility administrator.
(d) The selection process must identify drugs and quantities thereof in the emergency drug kit.
(e) The lists of drugs and quantities included in the emergency drug kit shall be reviewed as required periodically, but no less often than yearly.
(f) Labeling as follows:
(1) The exterior labeling of the emergency drug kit as described in this subsection shall contain, at a minimum, the following:
(A) Drug name (trade name, generic name, or active ingredients).
(B) Drug strength or size, if any.
(C) Quantity included therein.
(D) Expiration date of the kit as defined in this section.
(2) All drugs contained in the emergency drug kit as described in this section shall be labeled, at a minimum, with the following:
(A) Drug name (trade name, generic name, or active ingredients).
(B) Drug strength or size, if applicable.
(C) Name of the manufacturer, packer, or distributor.
(D) Lot number.
(E) Expiration date.
(9) The expiration date of the emergency drug kit, as required in subsection (f)(1)(D) shall be the earliest date of expiration of any of the drugs included in
the kit at any time.
(h) All emergency kits subject to this subsection:
(1) shall be stored in a secure area, suitable for the prevention of unauthorized access to or diversion of the drugs therein;
(2) if controlled substances, as defined in IC 35-38, are stored in such a manner as to facilitate periodic reconciliation by the facility nursing staff, that
reconciliation shall be recorded in an appropriate manner as determined by the committee described under this section; and
(3) all controlled substances contained in emergency drug kits shall remain the property of the supplying pharmacy and as such shall be included in the
pharmacy’s biennial inventory as required by 21 CFR 1303.04 and 21 CFR 1301.11.
(i) The nurse responsible for removing drugs from an emergency drug kit shall record or cause to be recorded, in @ manner designated under subsection
(h)(2), the following minimum information:
1) Name of the patient.
2) Name of the drug.
3) Strength of the drug.
4) Quantity removed.
5) Date of removal.
(6) Time of removal.
(j) Removal of a controlled substance in Schedule Il pursuant to an oral authorization from a practitioner shall be documented, and the nurse accepting
such authorization is responsible for compliance with 856 IAC 2-6-7 regarding prescription requirements for controlled substances in Schedule II.
(k) Removal of a controlled substance in Schedule IlI, IV, or V, pursuant to an oral authorization from a practitioner, shall be documented, and the nurse
accepting such authorization is responsible for compliance with 856 IAC 2-6-12.
(I) Whenever an emergency kit is opened, for any reason, the supplying pharmacy shall be notified in a timely manner, and the pharmacy shall restock, if
necessary, and reseal the kit promptly so as to prevent risk of harm to patients of the facility.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-9; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1639)

(
(
(
(
(

856 IAC 1-28.1-10 Security
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 10. The pharmacy shall be capable of being secured against entry by key, combination, code, password, or other method developed that can
positively identify an individual so as to prevent access by unauthorized personnel.
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(Indiana Board of Pharmacy; 856 IAC 1-28.1-10; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1640)

856 IAC 1-28.1-11 Performance improvement events, sentinel events, corrective and avoidance measures, review, records, and documentation
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 11. (a) The pharmacist in charge shall, as a part of the pharmacy’s performance improvement program, assure or be responsible for assuring that
data are collected to:

(1) monitor the stability of existing medication use processes;

(2) identify opportunities for improvement; and

(3) identify changes that will lead to and sustain improvement.

(b) Identification of quality related or sentinel event as defined in section 1 of this rule shall be cause for:

(1) an intensive analysis of causal factors involved in the event; and

(2) plans for corrective actions.

(c) Records of all processes, analysis, and corrective measures instituted involving such pharmacy quality related or sentinel event shall be maintained for
a period of not less than two (2) years.

(d) The committee created under section 5(c)(1) of this rule shall, at a minimum, consider the effects on quality of the pharmacy system due to the
following:

(1) Staffing levels of both professional and technical personnel.

(2) Workflow.

(3) Use of technology.

(e) Requirements for documentation of performance improvement monitoring of medication use processes, confidentiality of records, summarization, and
examination by the board shall be as follows:

(1) Each quality related or sentinel event that occurs, or is alleged to have occurred, as the result of activities involving pharmacy operations, shall be
documented in a written or electronic storage record created solely for that purpose.

(2) The quality related or sentinel event shall be:

(A) initially documented by the pharmacist to whom it is first described; and

(B) recorded on the same day of its having been so described to the pharmacist.

Documentation shall include a description of the event that is of sufficient detail to permit analysis of the event.

The pharmacist in charge shall summarize, or cause to be summarized, efforts to improve the medication use process on a semiannual basis.
No patient names or employee names shall be included in this summary report.

This report shall be maintained for a period of not less than two (2) years.

(7) The records created and maintained as a component of a pharmacy performance improvement program are confidential to the extent law permits.
However, to assure compliance, the board or its representative may review the policies and procedures manual and a summarization of events described in
subsection (b).

(Indiana Board of Pharmacy; 856 IAC 1-28.1-11; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1640)

(3)
(4)
(5)
(6)

856 IAC 1-28.1-12 Drug distribution, storage, and accountability
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 12. (a) All drugs and devices in pharmacies located within institutions shall be obtained and used in accordance with written policies and procedures
that have been prepared or approved by the qualifying pharmacist or pharmacist in charge and the medical staff who explain the:
(1) selection;
(2) distribution;
(3) storage; and
(4) safe and effective use of:
(A) drugs;
(B) new drugs;
(C) investigational new drugs; and
(D) devices;
in the facility.
(b) The pharmacist in charge of the pharmacy located within an institution shall be responsible for the following:
(1) The safe and efficient:
(A) distribution;
(B) control;
(C) storage; and
(D) accountability;
for all drugs and devices.
(2) The compliance with all applicable Indiana and federal laws and rules.
(c) Labeling requirements are as follows:
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(1) All drugs, other than unit-of-use packages, dispensed by an institutional pharmacy, intended for use within the facility, shall be distributed in
appropriate containers and adequately labeled so as to identify, at a minimum, the following:
(A) Patient identification.
B) Brand name or generic name, or both.
) Strength, if applicable.
) Route of administration.
) Quantity.
) Pharmacist’s initials.
G) Location of the patient within the institution.
Unit-of-use packages shall contain information to adequately label them, at a minimum, as follows:
(A) Drug name (brand or generic, or both).
(B) Strength, if applicable.
(C) Control number and/or expiration date.
(3) All drugs dispensed by an institutional pharmacy to patients about to be discharged, or temporarily discharged, from institutions with Type Ill or
Type IV permits, shall be labeled with the following minimum information:
(A) Name, address, and telephone number of the institutional pharmacy.
B) Date and identifying serial number.
C) Name of patient.
D)
)

(
(C
(D
(E
(F
(

(2)

Name of drug and strength, if applicable.
Directions for use by the patient and route of administration.
) Name of prescribing practitioner.
(G) Precautionary information if any contained in the prescription.
(d) Requirements for the disposition of discontinued or recalled drugs are as follows:
(1) The qualifying pharmacist or pharmacist in charge shall be responsible for the development and implementation of policies and procedures for the
return to the pharmacy of drugs and containers that are:
(A) discontinued, outdated, or recalled; or
(B) in containers with worn, illegible, or missing labels;
for proper disposition.
(2) The qualifying pharmacist or pharmacist in charge or his or her designee shall make proper disposition of such drugs at the storage site.
(e) The qualifying pharmacist or pharmacist in charge shall ensure that drugs are dispensed from the institutional pharmacy only upon authorized
practitioner’s:
(1) written orders;
(2) direct copies;
(3) facsimiles thereof; or
(4) electronically transmitted by other means and printed or displayed appropriately.
(f) Accountability requirements are as follows:
(1) The qualifying pharmacist or pharmacist in charge of an institutional pharmacy shall ensure that policies and procedures documenting the trail of:
(A) controlled substances; and
(B) such other drugs as may be specified by the appropriate committee of the institutional facility, from ordering and receiving by the pharmacy
through administration or wastage of drug at the patient level.
(2) The qualifying pharmacist or pharmacist in charge shall be responsible for review of this process on a continual basis by review of:
(A) proofs-of-use documentation; or
(B) other electronic documentation methodology.
(3) At a minimum, the documentation process shall be able to identify the following:
) The name of the drug.
The dose.
The patient's name.
The date and time of administration to the patient.
E) The identification of the individual administering.
(F) The record of aliquot portion destroyed, if any, and identification of witness.
(9) All records and reports that are required for pharmacy functions shall be maintained according to policies and procedures developed within the
institution with the approval of the pharmacist in charge for a period of not less than two (2) years.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-12; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1641)
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856 IAC 1-28.1-13 Drug self-administration
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 13. Self-administration of drugs by patients of an institutional facility shall be permitted only if such use is specifically authorized by the treating or
ordering physician and:
(1) the patient’s knowledge of self-administration has been evaluated; or
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(2) the patient has received training in the proper manner of self-administration:
(A) by a pharmacist; or
(B) according to hospital policy; and
there is no risk of harm to the patient.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-13; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1642)

856 IAC 1-28.1-14 Patient’s own medication
Authority: IC 25-26-13-4
Affected: IC 25-26-13-17

Sec. 14. (a) An institutional pharmacy is prohibited from accepting and dispensing drugs that are brought into the institution by the patient, even if
intended for use by that same patient. However, use of the patient's own medication may be permitted if:
(1) the patient or the patient’s representative may maintain the patient's own medication:
(A) at the bedside; or
(B) for drugs with special storage requirements, including, but not limited to, refrigeration in an appropriate storage area in the patient care area
under control of nursing personnel for appropriate administration to that patient only; and
(2) the nurses in charge of that patient’s care shall witness the administration and maintain records of such use.

(b) If the patient or the patient's representative brings in medication part or all of which is still present at such time a patient expires, those drugs shall be
delivered to the institutional pharmacy for appropriate destruction. Such drugs may not be turned over to the patient's representatives. This rule shall be
made clear to the parties involved prior to the permission to use such medication. Patients who are discharged shall take with them their own medications
brought to the institution under the terms of this section.

(c) In the event the patient is discharged and leaves drugs brought in under this section, either deliberately or inadvertently, such drugs shall be
documented and stored at the appropriate nursing location for a maximum of seven (7) calendar days. If not claimed by the patient or the patient’s agent
within those seven (7) calendar days, the drugs so stored shall be destroyed as described in subsection (b).

(Indiana Board of Pharmacy; 856 IAC 1-28.1-14; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1642)

856 IAC 1-28.1-15 Inspections
Authority: IC 25-26-13-4
Affected: IC 16-42-3-3; IC 25-26-13-17

Sec. 15. The qualifying pharmacist or pharmacist in charge shall be responsible for the timely inspection of all areas where drugs are stored, used, or
administered. The inspection can be carried out by qualified designee and appropriate records kept. The inspection shall verify, at a minimum, the following:
(1) Disinfectants and drugs solely for nontherapeutic external use are stored separately and apart from drugs for internal use or injection.
(2) Drugs requiring special storage conditions are appropriately stored to assure the drugs are not adulterated as described in IC 16-42-3-3.
(3) Drugs subject to deterioration are removed from any accessible location prior to the expiration date (manufacturer’s or other such as required under
856 IAC 1-21) and disposed of appropriately.
(4) Emergency drugs designated by the institution are in adequate supply and are properly stored in the institution.
(5) All necessary and required security and storage standards are met.
(6) All pharmacy-related policies and procedures of the institution are complied with.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-15; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1642)

Rule 29. Electronic Data Processing of Prescriptions

856 IAC 1-29-1 Approval of electronic data processing system
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 1. (a) No electronic data processing system may be used by a pharmacist pursuant to a Type |, Type Ill, and Type VI pharmacy permit as an
alternative to his or her recordation of prescription information unless that system has been approved by the Indiana board of pharmacy (board).

(b) No electronic data processing system may be used by a pharmacist as an alternative to his recordation of information directly on the original
prescription pursuant to IC 25-26-13-25(c), without the approval of the board, and such an electronic data processing system does not qualify for approval
unless it satisfies at a minimum the requirements found in this rule. Any such system must be approved by the board before initial installation in Indiana. Any
pharmacy installing such a system must make a written request to the board for approval. Approval is subject to withdrawal for cause so that the pharmacist
must in such a case discontinue use of the system as an alternative.

(Indiana Board of Pharmacy; 856 IAC 1-29-1; filed Aug 16, 1984, 3:55 p.m.. 7 IR 2543; readopted filed Dec 2, 2001, 12:35 p.m.. 25 IR 1337)

856 IAC 1-29-2 On-line retrieval and printout capabilities; data requirements; discontinuance of system

Authority: IC 25-26-13-4
Affected: IC 25-26-13-25
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Sec. 2. (a) Any such proposed computerized system must provide on-line retrieval (via visual display device or hard-copy printout) of original prescription

order information for those prescription orders which are currently authorized for refilling. This shall include:
(1) prescription number;

(2) date of issuance of the original prescription order by the prescriber;

(3) full name and address of the patient;

(4) name and address of prescriber;

(5) DEA number of prescriber when drug prescribed is controlled substance;

(6) the name, strength (if applicable), dosage form, and quantity of medication originally dispensed;

(7) total number of refills authorized by prescriber.

(b) In addition to the information contained in subsection (a) above, the following information shall be maintained for each filling:

) date dispensed;

) quantity dispensed, if different from the quantity prescribed;

) identification of dispensing pharmacist;

) adequate information to determine the number of authorized refills remaining.

(c) The system shall be able to produce a complete printout of current prescription status that would provide all necessary refill information for use in the
event that the pharmacy wishes to discontinue use of the computer system. The report shall list all currently refillable prescriptions in sequence by
prescription number. The following information shall be included:

(1) prescription number;
(2) date dispensed, quantity, and pharmacist's identification;
(3) the number of refills presently remaining and the amount owed, if any, from any partial refills.
(Indiana Board of Pharmacy; 856 IAC 1-29-2; filed Aug 16, 1984, 3:55 pm: 7 IR 2544, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

(1
(2
@3
(4

856 IAC 1-29-3 Hard-copy of daily dispensing; verification and retention; back-up capability
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 3. (a) A pharmacy using an electronic data processing system must provide a separate hard-copy printout of prescription order and refill data for
each day's dispensing or other board approved uniformly maintained readily retrievable system. This hard-copy printout or other board approved system
shall include the following:

(1) prescription number;
2) date of dispensing;
) patient name;
) drug and strength (if applicable);
) quantity dispensed;
) prescriber identification;
) pharmacist identification;
) refill status;
9) controlled drug schedule identification.

(b) The dispensing pharmacist must verify that the data is correct to the best of his knowledge and date and sign the document or log book in the same
manner as he would sign a check or legal document.

(c) This documentation shall be maintained for a period of five (5) years from the dispensing date. The daily hard-copy printout may be replaced with a
monthly printout or other permanent documentation containing the same information.

(d) Each system must have the capability of informational back-up and such documentation must be stored in a secure location.

(Indiana Board of Pharmacy; 856 IAC 1-29-3; filed Aug 16, 1984, 3:55 pm: 7 IR 2544, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)
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856 IAC 1-29-4 Auxiliary system
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 4. In the event that a pharmacy which employs such an electronic data processing system experiences system down time, the pharmacy must have
an auxiliary procedure which will be used for documentation of refills of prescription orders. This auxiliary procedure must insure that refills are authorized by
the original prescription order, that the maximum number of refills has not been exceeded, and that all of the appropriate data is retained for on-line service.
However, nothing in this section shall preclude a pharmacist from using his professional judgment to benefit the health of the patient.

(Indiana Board of Pharmacy; 856 IAC 1-29-4; filed Aug 16, 1984, 3:55 pm: 7 IR 2544, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-29-5 Safeguards
Authority: IC 25-26-13-4
Affected: IC 25-26-13-15; IC 25-26-13-25

Sec. 5. When utilizing electronic data processing systems, pharmacists shall comply with IC 25-26-13-15.
(Indiana Board of Pharmacy; 856 IAC 1-29-5; filed Aug 16, 1984, 3:55 pm: 7 IR 2545, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)
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856 IAC 1-29-6 Data entry; supervision
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 6. When electronic data processing equipment is utilized in any pharmacy, input of drug information shall be performed by a pharmacist or under the
immediate and personal supervision of a pharmacist. The pharmacist must certify the accuracy of the information entered and verify the prescription order.
(Indiana Board of Pharmacy; 856 IAC 1-29-6; filed Aug 16, 1984, 3:55 pm: 7 IR 2545, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-29-7 Existing systems; compliance date (Repealed)

Sec. 7. (Repealed by Indiana Board of Pharmacy; filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340)
856 IAC 1-29-8 Transfer of prescriptions between pharmacies (Repealed)

Sec. 8. (Repealed by Indiana Board of Pharmacy; filed Jun 8, 1992, 5:00 p.m.: 15 IR 2249)

856 IAC 1-29-9 Applicability of rule
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 9. This rule applies to pharmacies with Type |, Type Ill, Type IV, and Type VI permits.
(Indiana Board of Pharmacy; 856 IAC 1-29-9; filed Aug 16, 1984, 3:55 p.m.. 7 IR 2545; filed Mar 8, 1989, 10:00 a.m.: 12 IR 1634; filed Jun 8, 1992, 5:00
p.m.: 15 IR 2248; filed Sep 21, 1992, 9:00 a.m.: 16 IR 724; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

Rule 30. Sterile Pharmaceuticals; Preparation and Dispensing

856 IAC 1-30-1 Purpose
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 1. The purpose of this rule is to provide standards for the preparation, labeling, and distribution of sterile pharmaceutical products by licensed
pharmacists, pursuant to a drug order or prescription.
(Indiana Board of Pharmacy; 856 IAC 1-30-1; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1017, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-2 “Biological safety cabinet” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 2. As used in this rule, biological safety cabinet” means a containment unit suitable for the preparation of low to moderate risk agents where there is
a need for protection of the product, personnel, and environment, according to National Sanitation Foundation (NSF) Standard 49.
(Indiana Board of Pharmacy; 856 IAC 1-30-2; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1017, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-3 “Class 100 environment” defined
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 3. As used in this rule, “Class 100 environment” means an ISO class 5 atmospheric environment, which contains less than one hundred (100)
particles five-tenths (0.5) microns in diameter per cubic foot of air, according to the ISO for clean rooms and associated controlled environments.
(Indiana Board of Pharmacy; 856 IAC 1-30-3; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1017, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-4.1 “Hazardous” defined

Authority: IC 25-26-13-4
Affected: IC 25-26-13-18
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Sec. 4.1. As used in this rule, *hazardous” means any drug or waste that may:
(1) be:
A) cytotoxic;
B) genotoxic;
C) oncogenic;
D) mutagenic;
E) teratogenic; or
(2) otherwise pose a potential health hazard.
(Indiana Board of Pharmacy; 856 IAC 1-30-4.1)

(
(
(
(
(

856 IAC 1-30-4.2 “ISO” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 4.2. (a) “ISO” means the International Organization for Standardization.

(b) That certain document being titled International Organization for Standardization, as published by the International Organization for Standardization 1,
rue de Varembé, Case postale 56 CH-1211 Geneva 20, Switzerland is hereby incorporated by reference as if fully set out in this rule.
(Indiana Board of Pharmacy; 856 IAC 1-30-4.2)

856 IAC 1-30-4.3 “NSF” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 4.3. (a) “NSF” means the National Sanitation Foundation.

(b) That certain document being titled The Standard for Performance (copyright 2004), as published by the National Sanitation Foundation, P.O. Box
130140, 789 North Dixboro Road, Ann Arbor, Michigan 48113-0140 is hereby incorporated by reference as if fully set out in this rule.
(Indiana Board of Pharmacy; 856 IAC 1-30-4.3)

856 IAC 1-30-4.4 “Parenteral” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 4.4. As used in this rule, “parenteral” means a sterile preparation of drugs for injection through one (1) or more layers of the skin.
(Indiana Board of Pharmacy; 856 IAC 1-30-4.4)

856 IAC 1-30-4.5 “Positive patient outcome” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 4.5. As used in this rule, “positive patient outcome” means the:
(1) cure or prevention of disease;
(2) elimination or reduction of symptoms; or
(3) arresting or slowing of disease process;
so as to improve the patient’s quality of life.
(Indiana Board of Pharmacy; 856 IAC 1-30-4.5)

856 IAC 1-30-4.6 “Product quality and characteristics” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 4.6. As used in this rule “product quality and characteristics” means the following:
(1) Sterility.
(2) Potency associated with environmental quality.
(3) Preparation activities.
(4) Checks and tests.
(Indiana Board of Pharmacy; 856 IAC 1-30-4.6)

856 IAC 1-30-5 “Qualified pharmacist” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18
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Sec. 5. As used in this rule, “qualifying pharmacist” means a licensed pharmacist, identified in the policy and procedure manual, required by section 7 of
this rule, as responsible for the preparation of the sterile pharmaceuticals, in compliance with the policy and procedure manual and the applicable laws
governing the practice of pharmacy in Indiana.

(Indiana Board of Pharmacy; 856 IAC 1-30-5; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1017, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Dec 2, 2001, 12:35 p.m.:
251R 1337)

856 IAC 1-30-6 “Sterile pharmaceutical” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 6. As used in this rule, “sterile pharmaceutical” means & any dosage form of a drug, including, but not limited to, parenteral, injectable, and
ophthalmic dosage forms, which dose form is free from living microbes, and free from chemical or physical contamination. (Indiana Board of Pharmacy; 856
IAC 1-30-6; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1017, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule document for thirty (30) days after
filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-30-7 Policy and procedure manual
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 7. Each pharmacy preparing and dispensing, or holding itself out to prepare or dispense, sterile pharmaceuticals shall maintain a policy and
procedure manual relating to the compounding, dispensing, delivery, administration, storage, and use of sterile pharmaceutical products, pursuant to
prescriptions or drug orders, or both, as part of the pharmacy policy and procedure manual or as a separate policy and procedure manual. This manual shall
be available at the pharmacy for inspection by the board or its designated inspector. The manual shall be reviewed annually by the pharmacist-in-charge or
the qualifying pharmacist and revised if needed. The manual shall include the name of the pharmacist-in-charge of the preparation of sterile pharmaceuticals
and policies and procedures for the following:

(1) Clinical services provided.
2) The handling, storage, disposal, and cleanup of accidental spills of hazardous drugs, if they are prepared.
) Disposal of unused supplies and drugs.
) Drug destruction and returns.
) Drug dispensing.
) Drug labeling and relabeling.
) Drug storage.
) Duties and qualifications for professional and nonprofessional staff.
) Equipment.
10) Handling of infectious wastes, if drug products or administration devices are returned to the pharmacy after administration in the case of home
administration.
(11) Infusion devices and drug delivery systems, if utilized.
(12) Investigational drugs, if dispensed.
(13) Quality assurance procedures to include the following:
(A) Recall procedures.
(B) Storage and expiration dating.
(C) Educational procedures for professional staff, nonprofessional staff, and the patient, if needed, in the case of home administration.
(D) Sterile procedures to include monitoring the temperature of the refrigerator, routine maintenance, and report of hood certification.
(E) Sterility testing or monitoring, if employed, in the case of routine bulk compounding from nonsterile chemicals.
(14) Reference manuals.
(15) Sterile product preparation procedures.
(Indiana Board of Pharmacy; 856 IAC 1-30-7; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1018, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-8 Physical requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 8. (a) A licensed pharmacy preparing sterile pharmaceuticals shall have a designated area for preparing compounded, sterile pharmaceuticals. The
designated area shall be restricted to only those personnel authorized for the preparation of sterile pharmaceuticals. This area may be in a separate room or
in a portion of a larger room. The area cannot be a warehouse or stockroom setting and must be free of dust and dirt.

(b) The designated preparation area shall be used only for the preparation of sterile pharmaceutical products and related functions.

(c) The licensed pharmacy preparing sterile pharmaceutical products shall have the following equipment:
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(1) An environmental control device capable of maintaining at least an ISO Class 5 (Class 100) environment in the work space where critical objects
are exposed and critical activities are performed. This device must be capable of maintaining ISO Class 5 (Class 100) conditions during normal activity.
Examples of appropriate devices include the following

(A) Laminar airflow hood.
(B) Zonal laminar flow of high efficiency particulate air (HEPA) filtered air.
(C) Barrier isolators.

(2) A sink with hot and cold running water that is convenient to the compounding area but outside the buffer area for the purpose of hand scrubs before
compounding.

(3) Disposal containers for used needles, syringes, gowns, gloves, etc., and, if applicable, for hazardous waste from the preparation of chemotherapy
agents and infectious wastes from patients.

(4) Environmental controls including biohazard cabinetry when hazardous drug products are prepared.

(5) A refrigerator with a thermometer.

(6) Infusion devices, if appropriate.

(7) Documentation to demonstrate adequate cleaning and sanitizing of the environment along with records of all necessary air sampling for particulates
and microorganisms.

(8) Environmental control to maintain an ISO Class 8 (Class 100,000) conditions in the buffer area.

(d) The pharmacy shall maintain supplies adequate to maintain an environment suitable for the aseptic preparation of sterile products. All expired,
recalled, or adulterated and misbranded drug substances must be removed from the restricted area. The licensed pharmacy preparing sterile
pharmaceuticals shall include the following supplies:

(1) Disposable needles, syringes, and other supplies needed for aseptic admixture.

2) Disinfectant cleaning tools and solutions.

) A hand washing agent with antibacterial action.

) Disposable towels or wipes.

) Filters and filtration equipment, if utilized.

) A hazardous drug spill kit shall be available in the facility if hazardous drugs are prepared.
) Disposable gowns and gloves.

(e) No one may have access to the pharmacy in the absence of the pharmacist, except as stated in 856 IAC 1-28.1-8.

(f) The pharmacy shall have sufficient current reference materials related to sterile products to meet the needs of pharmacy. A pharmacy preparing or
proposing to prepare sterile pharmaceuticals shall have in its reference library:

(1) the Handbook on Injectable Drugs, published by the American Society of Hospital Pharmacists (ASHP), 4630 Montgomery Avenue, Bethesda,
Maryland 20814;

(2) the King's Guide to Parenteral Admixtures, published by Pacemarq Inc., 11701 Borman Drive, St. Louis, Missouri 63146; or

(3) another board-approved, printed or electronic database sufficient for determining mixing and administration guidelines and drug incompatibilities
such as would be contained in the references listed in subdivision (1) or (2).

(9) If the pharmacy is handling or preparing hazardous drugs, the pharmacy shall have a current copy of Occupational Safety and Health Administration
requirements for handling hazardous drugs as published in by the Occupational Safety and Health Administration, Office of Occupational Medicine,
Directorate of Technical Support, Occupational Safety and Health Administration, U.S. Department of Labor.

(Indiana Board of Pharmacy; 856 IAC 1-30-8; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1018, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; errata filed Mar 17, 1992, 10:20 a.m.: 15
IR 1394; readopted filed Nov13, 2001, 3:55 p.m.: 25 IR 1330)

(

(3
(4
(5
(6
(7

856 IAC 1-30-9 Personnel
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 9. (a) Each pharmacist, pharmacist intern, pharmacist extern, and pharmacy technician engaged in preparing sterile pharmaceuticals must be
trained in the specialized functions of preparing and dispensing compounded, sterile pharmaceuticals, including the principles of aseptic technique and
quality assurance. Documentation of such training or experience shall be made available for inspection by the board or its representatives.

(b) The qualifying pharmacist shall be responsible for the following:

(1) Purchasing, storage, compounding, repackaging, dispensing, and distribution of all sterile pharmaceuticals.
(2) Development and continuing review of all:

(A) policies and procedures;

(B) training manuals; and

(C) quality assurance programs.

(c) The qualifying pharmacist shall:

(1) assure the environmental control of all products shipped, as controllable by the pharmacist to the extent such aspect of shipping is controllable by
the pharmacist; and

(2) be responsible for adherence to all current USP Standards related to sterile compounding, personnel cleansing and gowning; or

(3) reject or cause to be rejected any such shipment or drugs as prepared in violation of applicable USP Standards.
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(Indiana Board of Pharmacy; 856 IAC 1-30-9; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1019, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Dec 2, 2001, 12:35 p.m.:
251R 1337)

856 IAC 1-30-10 Support personnel
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 10. (a) The pharmacist may be assisted by support personnel in compliance with IC 25-26-13-18(a)(4). Such personnel shall have specialized
training in the preparation of sterile pharmaceuticals and shall work under the supervision of a licensed pharmacist. The training provided to these personnel
shall be described in writing. The duties and responsibilities of supportive personnel must be consistent with their training and experience.

(b) This section is not to preclude other licensed health care professionals, as allowed by law, may also prepare sterile pharmaceuticals when there is an
immediate need, or when the preparation in a pharmacy is not practical.

(Indiana Board of Pharmacy; 856 IAC 1-30-10; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1019, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-11 Staffing
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 11. A pharmacist shall be accessible at all times to respond to patients' and other health professionals' questions and needs.
(Indiana Board of Pharmacy; 856 IAC 1-30-11; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1019, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-12 Profile or medication record system
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 12. A pharmacy-generated profile or medication record system for sterile pharmaceuticals administered to patients, except for those inpatients in an
institutional facility, as defined in 856 IAC 1-28-1(a), holding a Type Il pharmacy permit, shall be maintained separately from the prescription file. The patient
profile or medication record system shall contain at a minimum the following:

1) Patient's name, date of birth or age, weight, and sex.
Sterile pharmaceutical products dispensed.
Drug content and quantity.
Directions for the patient, if administered outside the facility.
Identification of the dispensing pharmacist and other authorized personnel responsible for preparing the sterile pharmaceutical.
Other drug therapy information, if applicable.
Known or suspected drug sensitivities and allergies of the patient to drugs and foods, if applicable.
(8) Primary diagnosis and chronic conditions if the sterile pharmaceutical is administered outside the facility.
(Indiana Board of Pharmacy; 856 IAC 1-30-12; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1019, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)
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856 IAC 1-30-13 Labeling
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 13. (a) Each sterile pharmaceutical product dispensed to a patient shall be labeled with the following:
(1) Date of preparation by the pharmacy.
(2) Patient name and bed number, if an institutionalized patient.
(3) Name of each drug in the preparation, strength, and amount.
(4) Expiration date of the preparation, including time, if applicable.
(5) Identity of the pharmacist compounding and dispensing the sterile pharmaceutical, and identity of other authorized personnel preparing the product,
if applicable.
(6) Other information required by the dispensing pharmacy regarding storage requirements or special warnings.
(b) In addition, if the patient residing at home or outside the facility where the sterile pharmaceutical is prepared, the following labeling requirements apply:
(1) Identifying prescription number.
(2) Prescriber’s full name.
(3) Name, address, and telephone number of the licensed pharmacy.

==
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(4) Directions for use shall be provided, either on the label or by other written instructions, including infusion rate and date and time of administration.
(Indiana Board of Pharmacy; 856 IAC 1-30-13; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; errata filed Mar 17, 1992, 10:20 a.m.: 15
IR 1394, readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1337)

856 IAC 1-30-14 Records and reports
Authority: IC 25-26-13-4
Affected: IC 25-26-13-15; IC 25-26-13-18

Sec. 14. (a) The qualifying pharmacist shall be responsible for such records and reports as required to ensure the patient's health, safety, and welfare.
Such records shall be readily available and maintained for two (2) years from the date of issuance of the prescription or drug order and be subject to
inspection by the Indiana board of pharmacy or its designated inspector. These records shall include the following:

(1) Patient profile or medication record system.

(2) Policy and procedure manual.

(3) Training manuals.

(4) Policies and procedures for disposal of hazardous waste, when applicable.
(b) Information regarding individual patients shall be maintained in a manner to assure confidentiality of the patient's record. Release of this information
shall be in accordance with IC 25-26-13-15.
(c) If appropriate, the qualifying pharmacist must document the patient’s training and competency in managing this type of therapy provided by the
pharmacist to the patient in the home environment. A pharmacist must be involved in the patient training process in any area that related to drug:
(1) compounding;
(2) labeling;
(3) administration;
(4) storage;
(5) stability;
(6) compatibility; or
(7) disposal.
The pharmacist shall be responsible for seeing that the patient's competency in the areas in subdivisions (1) through (7) is reassessed at appropriate
intervals.
(Indiana Board of Pharmacy; 856 IAC 1-30-14; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Dec 2, 2001, 12:35 p.m.:
251IR 1338)

856 IAC 1-30-15 Disposal of infectious waste
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 15. The qualifying pharmacist is responsible for assuring that there is a system for the disposal of infectious waste returned from outside the facility
in a manner consistent with the protection of the public’s health and safety and in compliance with applicable state and federal law.
(Indiana Board of Pharmacy; 856 IAC 1-30-15; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Dec 2, 2001, 12:35 p.m.:
251R 1338)

856 IAC 1-30-16 Emergency kit
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 16. When sterile pharmaceuticals are provided to home care patients, the dispensing pharmacy may supply the nurse with emergency drugs, if the
treating physician has authorized the use of such drugs by a protocol, for use in an emergency situation, e.g., anaphylactic shock.
(Indiana Board of Pharmacy; 856 IAC 1-30-16; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m.:
251R 1330)

856 IAC 1-30-17 Hazardous drugs
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 17. In addition to the minimum requirements for a pharmacy established by rules of the board, the following requirements are necessary to ensure
the protection of the personnel involved in those licensed pharmacies that prepare hazardous drugs:
(1) All hazardous drugs shall be compounded in a Class I, biological safety cabinet. If this cabinet is not dedicated solely to the compounding of
hazardous drugs, policies and procedures must be in place for the cleaning and decontaminating this biological safety cabinet.
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(2) Protective apparel shall be worn by personnel compounding hazardous drugs. This shall include disposable gloves and gowns with tight cuffs.

(3) Appropriate safety and containment techniques for compounding hazardous drugs shall be used in conjunction with the aseptic techniques required
for preparing sterile products.

(4) Procedures for disposal of hazardous waste shall be specified within the policy and procedure manual as required by section 7 of this rule and
comply with all applicable local, state, and federal requirements.

(5) Written procedures for handling both major and minor spills of hazardous agents must be developed and included in the policy and procedure
manual.

(6) Prepared doses of hazardous drugs shall be dispensed and labeled with proper precautions inside and outside and shipped in a manner designed
to minimize the risk of accidental rupture of the primary container.
(Indiana Board of Pharmacy; 856 IAC 1-30-17; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan
28, 1992.]; readopted filed Nov 13, 2001, 3:55 p.m..: 25 IR 1330)

856 IAC 1-30-18 Quality assurance
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 18. (a) The designated qualifying pharmacist shall conduct a documented, ongoing quality assurance program that monitors personnel performance,
equipment, and facilities. Samples of finished products shall be examined, or other continuous monitoring methods shall be used to assure that the
pharmacy is capable of consistently preparing sterile pharmaceuticals meeting specifications in accordance with good compounding practices and the
current USP/NF Chapter on sterile preparation. Quality assurance procedures shall include the following:

(1) Recall procedures for compounded sterile pharmaceuticals.
(2) Storage and dating for compounded sterile pharmaceuticals.
(3) Sterile procedures, including the following:

(A) Monitoring the temperature of the refrigerator.

(B) Routine maintenance.

(C) Report of laminar flow hood certification.
(4) Written documentation of periodic hood cleaning.

(b) All biological safety cabinets and Class 100 environments shall be certified by an independent contractor or facility specialist as meeting Federal
Standard 209B or National Sanitation Foundation Standard 49, as referenced in section 2 of this rule, for operational efficiency. Such certification shall be
performed every six (6) months. Records documenting certification, which at a minimum includes laminar air flow velocity and particle count, shall be
maintained for a period of not less than two (2) years.

(c) Prefilters for the clean air source shall be replaced or cleaned as applicable on a regular basis and the replacement or cleaning date documented.

(d) A vertical flow Class Il biological safety cabinet may be used to compound any sterile pharmaceutical product; however, it the cabinet must be
thoroughly cleaned between each use for hazardous and nonhazardous drug compounding.

(e) If manufacturing of parenteral solutions is performed utilizing nonsterile chemicals, extensive end product testing, as referenced in Remington’s
Pharmaceutical Sciences, published by Mack Publishing Company, Easton, Pennsylvania 18042, or other

Federal Drug Administration approved testing methods, must be documented prior to the release of the product from quarantine. This process must
include appropriate tests for particulate matter, microbial contamination, and testing for pyrogens. This does not preclude the extemporaneous compounding
of certain sterile pharmaceuticals.

(f) There shall be

(1) written justification of the chosen expiration dates for compounded parenteral products documented in the policy and procedure manual; and

(2) documentation of quality assurance audits at planned intervals, including infection control and sterile technique audits.
(Indiana Board of Pharmacy; 856 IAC 1-30-18; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1021, eff Jan 1, 1992 [IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secretary of state. LSA Document #91-6 was filed Jan 28, 1992.]; readopted filed Dec 2, 2001, 12:35 p.m.:
251R 1338)

Rule 31. Facsimile Machines

856 IAC 1-31-1 “Facsimile machine” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-2

Sec. 1. As used in this rule, “facsimile machine” means a machine that electronically transmits exact images through connection with a telephone
network.
(Indiana Board of Pharmacy; 856 IAC 1-31-1; filed Mar 31, 1992, 5:00 p.m.: 15 IR 1390; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-31-2 Use of a facsimile machine to electronically transmit a prescription or drug order

Authority: IC 25-26-13-4
Affected: IC 25-1-9; IC 25-26-13
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Sec. 2. Prescription or drug orders for legend drugs may be transmitted by facsimile machine from an authorized prescribing practitioner to a pharmacy
under the following restrictions:

(1) The original prescription or order transmitted by facsimile machine contains:

(A) all information required under IC 25-26-13-2;
(B) the name and address of the pharmacy to which the prescription or drug order is being transmitted; and
(C) the name of the person transmitting the prescription or drug order.

(2) A statement that the prescription is valid only if transmitted by facsimile machine is included on the face of the original prescription or drug order.

(3) Actual transmission is done by or under the direct supervision of the authorized prescribing practitioner or by an authorized agent.

(4) A prescription for a Schedule Il controlled substance may be transmitted by the practitioner or the practitioner’s authorized agent to a pharmacy via
facsimile equipment, provided the original written, signed prescription is presented to the pharmacist for review prior to the actual dispensing of the
controlled substance, except as noted in subdivision (5) or (6).

(5) A prescription prepared in accordance with 856 IAC 2-6-4 written for a Schedule Il narcotic substance to be compounded for the direct
administration to a patient in a private residence, long term care facility, or hospice setting by means of parenteral, intravenous, intramuscular,
subcutaneous, or intraspinal infusion may be transmitted by the practitioner or the practitioner's agent by facsimile. The facsimile serves as the original
written prescription, and it shall be maintained in accordance with IC 25-26-13-25.

(6) A prescription prepared in accordance with 856 IAC 2-6-4 written for a Schedule Il substance for a resident of a long term care facility licensed
under 410 IAC 16.2-3.1 may be transmitted by the practitioner or the practitioner's authorized agent to the dispensing pharmacy by facsimile. The facsimile
serves as the original written prescription for the purpose of this subdivision, and it shall be maintained in accordance with IC 25-26-13-25.

(7) A prescription prepared in accordance with 856 IAC 2-6-4 written for a Schedule Il narcotic substance for a patient enrolled in a hospice program,
inpatient or outpatient, certified by Medicare under Title XVIII or licensed by Indiana may be transmitted by the practitioner or the practitioner's agent to the
dispensing pharmacy by facsimile. The practitioner or the practitioner's agent will note on the prescription that the patient is a hospice patient. The facsimile
serves as the original written prescription for purposes of this subdivision and maintained in accordance with IC 25-26-13-25.

(8) A controlled substance prescription or drug order for a Schedule IlI, IV, or V controlled substance may be sent by facsimile machine and must be
sent by the prescribing practitioner or an authorized agent.

(9) A facsimile machine transmitted copy of a prescription or drug order must produce a nonfading copy or be reduced to writing, either manually or via
other processes, for example, photocopying, that produces a nonfading document. Proper notation on the file copy shall indicate that the prescription order
was initially received via facsimile machine transmission.

(10) The receiving facsimile machine must be located in the prescription department of the pharmacy or in another nonpublic area of the pharmacy to
protect patient/pharmacist/authorizing prescribing practitioner confidentiality and security as required by IC 25-26-13-15.

(11) Using facsimile equipment to circumvent documentation, authenticity, verification, or other standards of the profession of pharmacy will be
considered professional incompetence under IC 25-1-9.

(Indiana Board of Pharmacy; 856 IAC 1-31-2; filed Mar 31, 1992, 5:00 p.m.: 15 IR 1390; filed Aug 17, 1995, 8:30 a.m.: 19 IR 39; filed May 26, 2000, 8:52
a.m.: 23 IR 2502; filed May 10, 2001, 9:22 a.m.: 24 IR 3067; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

Rule 32. Transfer of Prescriptions Between Pharmacies

856 IAC 1-32-1 Applicability of rule
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 1. This rule governs the transfer of prescription information, either originally filled or previously refilled, by one (1) pharmacy to another pharmacy for
refills.
(Indiana Board of Pharmacy; 856 IAC 1-32-1; filed Jun 8, 1992, 5:00 p.m.: 15 IR 2248; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1339)

856 IAC 1-32-2 Noncontrolled and controlled substance prescription transfers
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 2. (a) Prescription information for legend drugs that are not controlled substances may be transferred at any time during the lifetime of the
prescription up to one (1) year after the date of the original filling, or when the original number of authorized refills expires, whichever comes first.

(b) Except as limited by the requirement of subsection (a), prescriptions for legend drugs that are not controlled substances may be transferred any
number of times.

(c) If any authorized refills remain, prescriptions for Schedule 11, Schedule IV, and Schedule V controlled substances may be transferred only once within
six (6) months from the date the prescription was issued. However, pharmacies electronically sharing a real-time, on-line database may transfer up to the
maximum refills permitted by law and the prescriber’s authorization.

(d) Prescriptions for Schedule Il controlled substances may not be transferred.

(Indiana Board of Pharmacy; 856 IAC 1-32-2; filed Jun 8, 1992, 5:00 p.m.: 15 IR 2248; filed May 26, 2000, 8:52 a.m.: 23 IR 2503; readopted filed Dec 2,
2001, 12:35 p.m.: 25 IR 1339)

856 IAC 1-32-3 Patient’s right to transfer prescriptions
Authority: IC 25-26-13-4
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Affected: IC 25-26-13-16; IC 25-26-13-25

Sec. 3. A pharmacist may not legally refuse to transfer a patient's prescription or prescription information except when to do so would be against the
professional judgment of the pharmacist in the manner provided for under IC 25-26-13-16.
(Indiana Board of Pharmacy; 856 IAC 1-32-3; filed Jun 8, 1992, 5:00 p.m.: 15 IR 2248; errata filed Jul 10, 1992, 9:00 a.m.: 15 IR 2465; readopted filed Dec
2, 2001, 12:35 p.m.: 25 IR 1339)

856 IAC 1-32-4 Pharmacists’ responsibilities
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 4. Transfer of prescription information under this rule must meet the following requirements:
(1) The transfer is communicated directly between two (2) licensed pharmacists or by suitable electronic device approved by the Indiana board of
pharmacy, and the transferring pharmacist records the following information:
(A) Write the word “VOID” on the face of the invalidated prescription.
(B) Record on the reverse of the invalidated prescription, the name, address, and Drug Enforcement Administration registration number of the
pharmacy to which it was transferred and the name of the pharmacist receiving the prescription.
(C) Record the date of the transfer and the name of the pharmacist transferring the information.
(2) The pharmacist receiving the transferred prescription shall reduce to writing the following:
(A) Write the word “TRANSFER” on the face of the transferred prescription.
(B) Provide all information required to be on a prescription and include the following:
i) Date of issuance of original prescription.
ii) Original number of refills authorized on original prescriptions.
iii) Date of original dispensing.
iv) Number of valid refills remaining and date of last refill, and, in the event the transfer is for the second or subsequent transfer of a substance
that is a Schedule IlI, Schedule IV, or Schedule V controlled substance, the date and location of the previous refill.
(v) Pharmacy’s name, address, Drug Enforcement Administration registration number, and original prescription number from which the
prescription information was transferred.
(vi) Name of the transferor pharmacist.
(C) Both the original and transferred prescription must be maintained as required under IC 25-26-13-25.
(3) Pharmacies electronically accessing the same prescription record must satisfy all information requirements of a manual mode for prescription
transferral.
(Indiana Board of Pharmacy; 856 IAC 1-32-4; filed Jun 8, 1992, 5:00 p.m.: 15 IR 2248; errata filed Jul 10, 1992, 9:00 a.m.: 15 IR 2465; filed May 26, 2000,
8:52 a.m.: 23 IR 2503; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1339)

(
(
(
(

Rule 33. Counseling

856 IAC 1-33-1 Definitions
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4

Sec. 1. The following definitions apply throughout this rule:

(1) “Counseling” means appropriate communication, by a pharmacist, to a patient, as defined in subdivision (3), of information for the purpose of
improving therapeutic outcomes by maximizing the proper use of drugs and devices dispensed pursuant to prescriptions.

(2) “Offer” means a statement that is verbal or, only if necessary for an individual patient, nonverbal, for example, printed or written, that clearly informs
the patient that a pharmacist is available, at the time the offer is made, to counsel the patient, including, but not limited to, giving information to or answering
questions, or both, from the patient.

(3) “Patient” means the following:

(A) The individual for whom a prescription was issued.

(B) The caregiver of the individual for whom a prescription was issued.

(C) The agent of the individual for whom a prescription was issued.
(Indiana Board of Pharmacy; 856 IAC 1-33-1; filed Dec 1, 1992, 5:00 p.m.: 16 IR 1176; readopted filed Nov 13, 2001,3:55 p.m.: 25 IR 1330; filed Jun 7,
2004, 4:45p.m.: 27 IR 3073)

856 IAC 1-33-1.5 Offer requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13-10

Sec. 1.5. (a) The following can satisfy an offer:
(1) A pharmacist counseling the patient.
(2) A pharmacist intern/extern registered under IC 25-26-13-10 if:
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(A) permitted by the pharmacist; and
(B) the counseling by the pharmacist intern/extern is followed by a bona fide offer for the pharmacist to counsel the patient and if the patient or
patient’s representative desires such counseling.
(3) A written notice containing the pharmacy’s phone number and a bona fide offer when:
(A) a patient is not present and has not authorized the giving of information to another; or
(B) the drug or device is delivered by the United States Postal Service, parcel delivery, or hand delivery.
(4) Any personnel in the prescription department, as defined in 856 IAC 1-13-3(b)(3), making an offer to counsel, as defined in section 1(2) of this rule.
(b) The following cannot satisfy an offer:
(1) Making an offer for the patient to ask questions.
(2) Any other method that serves to shift the responsibility from the pharmacists to the patient for initiating the counseling or for selecting the
informational content of the counseling.
(3) Relaying information through an intermediary, unless needed for translations, hearing impaired, or other situation beyond the control of the
pharmacist.
(4) Using signs or other types of written notices or written information given to the patient with each drug dispensed.
(Indiana Board of Pharmacy; 856 IAC 1-33-1.5; filed Jun 7, 2004, 4:45 p.m.: 27 IR 3073)

856 IAC 1-33-2 Patient counseling requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13-16

Sec. 2. (a) Upon the receipt of a prescription or upon the subsequent refilling of a prescription, and following a review of the patient's prescription
medication profile, the pharmacist shall be responsible for the initiation of an offer, as set forth in section 1.5(a) of this rule, to counsel the patient on matters
that, in the pharmacist's professional judgment, are significant to optimizing drug therapy. Depending upon the situation, these matters may include, but are
not necessarily limited to, the following:

(1) The name and description of the medicine.

(2) The route, dosage form, dosage, route of administration, and duration of drug therapy.

(3) Special directions and precautions.

(4) Common adverse effects or interactions and therapeutic contraindications that may be encountered, including their avoidance and the action
required if they occur.

(5) Techniques for self-monitoring drug therapy.

(6) Proper storage.

(7) Prescription refill information.

(8) Action to be taken in the event of a missed dose.

(b) Counseling shall be in person, whenever practicable, or through access to a telephone service that is toll-free for long distance calls and be held with
the patient, the patient’s caregiver, or the patient’s representative.

(c) Alternative forms of patient information may be used to supplement verbal counseling when appropriate. Examples include written information leaflets,
pictogram labels, and video programs. Nothing in this subsection shall be construed to mean that supplements may be a substitute for verbal counseling
when verbal counseling is practicable.

(d) Nothing in this rule shall be construed as requiring a pharmacist to provide counseling when a patient knowingly declines (waives) the offer to counsel.

(e) Requesting or accepting, or both, a waiver for counseling for all prescriptions both present and future is not permitted. An offer must be made with
each prescription-dispensing visit.

(f) The patient’s declining of counseling must be documented in either written or electronic format. The required documentation may be on the same form
as or with another pharmacy-related authorization, only if it is clear to the patient that the documentation form also contains the patient's intent to decline
(waive) counseling. The documentation subject to this section shall be retained in the pharmacy licensed area or in a secure area under the pharmacy’s
control, which is readily available for inspection, for a period of not less than two (2) years.

(Indiana Board of Pharmacy; 856 IAC 1-33-2; filed Dec 1, 1992, 5:00 p.m.: 16 IR 1176; readopted filed Nov 13, 2001, 3:55 p.m.. 25 IR 1330; filed Jun 7,
2004, 4:45p.m.: 27 IR 3073)

856 IAC 1-33-3 Patient profile requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13-25

Sec. 3. The pharmacist shall assure that prescription medication profiles are maintained for all patients receiving pharmaceutical care at that pharmacy.
Within limits of reasonably available information, the pharmacy medication profile shall include the following:
(1) Name, address, telephone number, age or date of birth, and gender.
(2) Known drug allergies and adverse reactions.
(3) A list of current medications and relevant devices, either of which may relate to the patient's drug therapy.
(4) Known disease states.
(5) Any other information that, in the pharmacist's professional judgment, the pharmacist deems appropriate.
(6) Pharmacist's comments relevant to the individual's drug therapy.
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(Indiana Board of Pharmacy; 856 IAC 1-33-3; filed Dec 1, 1992, 5:00 p.m.: 16 IR 1176; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-33-4 Institutional patient exception
Authority: IC 25-26-13-4
Affected: IC 25-1-9

Sec. 4. The requirements for patient counseling, as described in this rule, shall not apply to patients residing in institutional facilities in Indiana as defined
under 856 IAC 1-28.1-1(6).
(Indiana Board of Pharmacy; 856 IAC 1-33-4; filed Dec 1, 1992, 5:00 p.m.: 16 IR 1177, readopted filed Nov 13, 2001, 3:55 p.m.. 25 IR 1330; filed Jun 7,
2004, 4:45p.m.: 27 IR 3074)

856 IAC 1-33-5 Patient counseling violations
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4

Sec. 5. Violation of this rule shall be grounds for discipline by the board under either IC 25-1-9 or 856 IAC 1-20.
(Indiana Board of Pharmacy; 856 IAC 1-33-5; filed Jun 7, 2004, 4:45 p.m.: 27 IR 3074)

Rule 34. Security Features for Prescriptions

856 IAC 1-34-1 Applicability
Authority: IC 35-48-7-8
Affected: IC 16-42-19-5

Sec. 1. This rule establishes minimum standards for security features for prescriptions issued by practitioners as described in IC 16-42-19-5. Practitioners
licensed in Indiana must comply with this rule in order for their prescriptions to be accepted for filling in licensed Indiana pharmacies.
(Indiana Board of Pharmacy; 856 IAC 1-34-1; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2782, eff Jan 1, 1996; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-34-2 Security feature requirements
Authority: IC 35-48-7-8
Affected: IC 16-42-19-5

Sec. 2. (a) All controlled substance prescriptions written by licensed Indiana practitioners, as defined by IC 16-42-19-5, must contain the following security

features:

(1) A latent, repetitive “void” pattern screened at five percent (5%) in reflex blue must appear across the entire face of the document when the
prescription is photocopied.

(2) There shall be a custom artificial watermark printed on the back side of the base paper so that it may only be seen at a forty-five (45) degree angle.
The watermark shall consist of the words “Indiana Security Prescription”, appearing horizontally in a step-and-repeated format in five (5) lines on the back of
the document using 12-point Helvetica bold type style.

(3) An opaque RX symbol must appear in the upper right-hand corner, one-eighth () of an inch from the top of the pad and five-sixteenths (5/16) of an
inch from the right side of the pad. The symbol must be three-fourths (%) inch in size and must disappear if the prescription copy is lightened.

(4) Six (6) quantity check-off boxes must be printed on the form and the following quantities must appear and the appropriate box be checked off for
the prescription to be valid:

(A) 1-24

) 151 and over.

(5) No advertisements may appear on the front or back of the prescription blank.

(6) Logos, defined as a symbol utilized by an individual, professional practice, professional association, or hospital, may appear on the prescription
blank. The upper left one (1) inch square of the prescription blank is reserved for the purpose of logos. Only logos, as defined by this subdivision, may
appear on the prescription blank.

(7) Only one (1) prescription may be written per prescription blank. The following statement must be printed on the bottom of the pad: “Prescription is
void if more than one (1) prescription is written per blank.”.

(8) Refill options that can be circled by the prescriber must appear below any logos and above the signature lines on the left side of the prescription
blank in the following order:

Refill NR 123 4 5 Void after .

(9) Practitioner name and state issued professional license number must be preprinted, stamped, or manually printed on the prescription.
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(10) All prescription blanks printed under this rule shall be four and one-fourth (4%4) inches high and five and one-half (5%2) inches wide.
(b) Nothing in this rule shall prevent licensed Indiana practitioners from utilizing security paper prescriptions for the prescribing of any legend drug. (Indiana
Board of Pharmacy; 856 IAC 1-34-2; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2782, eff Jan 1, 1996, readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340;
readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-34-3 Preprinted controlled substance prohibition
Authority: IC 35-48-7-8
Affected: IC 35-48-2; IC 35-48-7

Sec. 3. The name of any controlled substance, as defined by IC 35-48-2, may not be preprinted on any prescription forms at any time before the
prescription is being prepared and executed for presentation to the patient or the patient's agent. That includes, but is not limited to, such activities as typing
prescriptions in anticipation of their need, and using a rubber stamp or other similar means which would accomplish the same end. Commercially printed
forms containing names of controlled substances are also prohibited.

(Indiana Board of Pharmacy; 856 IAC 1-34-3; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2783, eff Jan 1, 1996; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-34-4 Exemption
Authority: IC 35-48-7-8
Affected: IC 35-48-7

Sec. 4. Prescriptions utilized by pharmacists to record call-in prescriptions, transferred prescriptions, or facsimile prescriptions do not need to comply with
this rule.
(Indiana Board of Pharmacy; 856 IAC 1-34-4; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2783, eff Jan 1, 1996; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-34-5 Approval
Authority: IC 35-48-7-8
Affected: IC 35-48-7

Sec. 5. Printers wishing to supply prescription blanks to authorized recipients must obtain a template design from the board to use as a layout guide.
Printers must also submit a preprint proof to the board for approval prior to any production of prescription blanks governed by this rule.
(Indiana Board of Pharmacy; 856 IAC 1-34-5; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2783, eff Jan 1, 1996; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

Rule 35. Pharmacy Technicians

856 IAC 1-35-1 Purpose and scope
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. (a) The board is responsible for establishing standards for the competent practice of pharmacy.

(b) The use of pharmacy technicians to assist the pharmacist with nondiscretionary functions associated with the practice of pharmacy enables the
pharmacist to provide pharmaceutical care to the patient.

(c) Evolved pharmacy practice demands additional time for pharmacists to counsel individual patients regarding the proper use of drugs.

(d) Only pharmacists (licensed under IC 25-26-13-11), pharmacy interns and externs (as defined in IC 25-26-13-2 and registered under IC 25-26-13-10),
and pharmacy technicians as described in this section shall be permitted to participate in the activities associated with a drug order or prescription
preparation.

(e) A pharmacist shall not permit a pharmacy technician to participate in the activities associated with a drug order or prescription preparation unless the
pharmacy technician meets the qualifications of this section.

(f) The pharmacist is responsible for the work performed by the pharmacy technician under the pharmacist's supervision.

(Indiana Board of Pharmacy; 856 IAC 1-35-1; filed Aug 17, 1995, 8:30 a.m.: 19 IR 39; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; filed Dec 20,
2002, 12:17 p.m.: 26 IR 1561; readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-35-2 “Unlicensed person” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 2. (a) As used in this rule, “unlicensed person” means a pharmacy technician who, under the immediate and direct supervision of the pharmacist,
assists the pharmacist in the technical and nonjudgmental functions related to the practice of pharmacy in the processing of prescriptions and drug orders.

(b) As used in subsection (a), “pharmacy technician” shall not include pharmacy intern/externs or other ancillary persons which include, but are not limited
to:
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(1) clerks;

(2) secretaries;

(3) cashiers; or

(4) delivery persons;
who may be present in the pharmacy.
(Indiana Board of Pharmacy; 856 IAC 1-35-2; filed Aug 17, 1995, 8:30 a.m.: 19 IR 40; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-35-3 “Pharmaceutical care” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 3. As used in this rule, “pharmaceutical care” means the responsible provision of drug therapy for the purpose of achieving definite outcomes that
improve a patient's quality of life.
(Indiana Board of Pharmacy; 856 IAC 1-35-3; filed Aug 17, 1995, 8:30 a.m.: 19 IR 40; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-35-4 Qualifications
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 4. To be eligible to perform the functions and duties of a pharmacy technician, an individual must possess the following qualifications, which shall be
ascertained and documented in a reasonably retrievable manner by the pharmacist that qualifies the pharmacy permit:
(1) The individual has not been convicted of a crime that has a direct bearing on the individual's ability to work with legend drugs or controlled
substances.
(2) The individual must be a high school graduate or have successfully completed a General Education Development program or have been judged to
be competent by the qualifying pharmacist.
(3) The individual must have successfully completed or be enrolled in and successfully complete within twelve (12) months of being hired as a
technician one (1) of the following board-approved programs:
(A) A comprehensive curricular-based education and training program conducted by a pharmacy or educational organization.
(B) A technician training program utilized by the employer that includes specific training in the duties required to assist the pharmacist in the
technical functions associated with the practice of pharmacy. The contents of the training program shall include, at a minimum, the following:
(i) Understanding of the duties and responsibilities of the technician and the pharmacist, including the standards of patient confidentiality and
ethics governing pharmacy practice.
(ii) Tasks and technical skills, policies, and procedures related to the technician’s position.
(iif) Working knowledge of pharmaceutical-medical terminology, abbreviations, and symbols commonly used in prescriptions and drug orders.
(iv) Working knowledge of the general storage, packaging, and labeling requirements of drugs, prescriptions, or drug orders.
(v) Ability to perform the arithmetic calculations required for the usual dosage determinations.
(vi) Working knowledge and understanding of the essential functions related to drug purchasing and inventory control.
(vii) The record keeping functions associated with prescriptions or drug orders.
(4) In lieu of the requirements in subdivision (3), the successful completion of a board-approved certification examination may satisfy the requirements
of this section.
(5) A record of the pharmacy technician training and education must be maintained in the pharmacy where the technician is employed and shall include
the following:
(A) The name of the pharmacy technician.
(B) The starting date of employment as a pharmacy technician.
(C) The starting date of the technician training program.
(D) The date of completion of the training program or proof of passing the board-approved examination if subdivision (4) applies.
(E) A copy of the training manual, if on-the-job training is used by the employer, or certificate of successful completion of another approved program,
or other training program completed prior to employment.
(Indiana Board of Pharmacy; 856 IAC 1-35-4; filed Aug 17, 1995, 8:30 a.m.: 19 IR 40; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; filed Dec 20,
2002, 12:17 p.m.. 26 IR 1562; readopted filed Oct 4, 2007, 3:33 p.m.. 20071031-IR-856070060RFA)

856 IAC 1-35-5 Duties that a pharmacy technician may not perform
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18
Sec. 5. A pharmacy technician may perform many technical functions associated with the practice of pharmacy. However, even under the immediate and
direct supervision of a pharmacist, the pharmacy technician is prohibited from performing the following functions:
(1) Any duty required by law, regulation, or rule to be performed by a pharmacist.
(2) The provision of advice or consultation with the prescriber or other licensed health care provider regarding the patient or the interpretation and
application of information contained in the prescription or drug order, medical record, or patient profile.
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(3) The provision of advice or consultation with the patient regarding the interpretation of the prescription or the application of information contained in
the patient profile or medical record.
(4) Dispensing of prescription drug information to the patient as required in IC 25-26-13-4.
(5) Receipt of a verbal prescription, other than a refill approval or denial, from a prescriber.
(6) Final check on all aspects of the completed prescription and assumption of the responsibility for the filled prescription, including, but not limited to,
accuracy of the:
(A) drug;
(B) strength; and
(C) labeling.
(Indiana Board of Pharmacy; 856 IAC 1-35-5; filed Aug 17, 1995, 8:30 a.m.: 19 IR 41; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-35-6 Provision of quality assurance; duties (Repealed)
Sec. 6. (Repealed by Indiana Board of Pharmacy; filed Dec 20, 2002, 12:17 p.m.: 26 IR 1562)

856 IAC 1-35-7 Identification
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 7. (a) The public shall be able to identify a pharmacist from a pharmacy technician while engaged in the provision of pharmaceutical care.
(b) A pharmacy technician shall:
(1) wear identification clearly stating that the person is a pharmacy technician while on duty; and
(2) identify himself or herself verbally in any telephonic or electronic communication as a pharmacy technician.
(c) No person, other than a person who has met the qualifications established in section 4 of this rule, will be permitted to wear identification using the
words “pharmacy technician” or similar wording that may confuse or deceive another person.
(Indiana Board of Pharmacy; 856 IAC 1-35-7; filed Aug 17, 1995, 8:30 a.m.: 19 IR 41; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

Rule 36. Temporary Variances

856 IAC 1-36-1 Exceptions
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. A person subject to the regulations of the board may request that the board grant a temporary variance from any rule adopted by the board,
except rules concerning examinations, experience hours, and requirements for licensure.
(Indiana Board of Pharmacy; 856 IAC 1-36-1; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4534; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-2 Submission of a request for temporary variance
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 2. A request for a temporary variance must be submitted to the board in writing. Each request must contain the following information:
(1) The name, address, and license or permit number of the applicant.
(2) The name of the responsible pharmacist and the specific location at which activities will be conducted under the temporary variance.
(3) The citation to the specific rule from which the applicant seeks a temporary variance.
(4) A detailed explanation of the purpose of the temporary variance.
(5) An assessment of the impact on the public if the variance is granted.
(6) A statement of the conditions which would cause the applicant to apply for renewal of the temporary variance.
(7) The beginning, midpoint, and ending dates of the proposed demonstration project.
(Indiana Board of Pharmacy; 856 IAC 1-36-2; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4534; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-3 Positive impact on delivery of pharmaceutical care

Authority: IC 25-26-13-4
Affected: IC 25-26-13
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Sec. 3. Temporary variances shall only be granted for demonstration projects which are expected to have a positive impact on the delivery of
pharmaceutical care. Justification for that expectation shall be fully explained. The board shall not grant any temporary variance which threatens public
health, safety, or welfare.

(Indiana Board of Pharmacy; 856 IAC 1-36-3; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-4 Period of time
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 4. The board shall grant a temporary variance for a period of no more than six (6) months. Any person who receives a temporary variance shall
submit to the board a written report of the effects of the demonstration project at the midpoint and at the conclusion of the temporary variance.
(Indiana Board of Pharmacy; 856 IAC 1-36-4; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-5 Renewal
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 5. A temporary variance may be renewed by the Indiana board of pharmacy (board) for an additional six (6) months. A temporary variance shall not
be renewed more than five (5) times. Requests for renewal of a variance shall be submitted in writing to the board not less than thirty (30) days prior to the
expiration of the variance and shall contain at least the information required by section 2 of this rule.

(Indiana Board of Pharmacy; 856 IAC 1-36-5; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-6 Revocation
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 6. The board may revoke any temporary variance for cause, including, but not limited to, a finding that the temporary variance poses or may pose a
threat to public health, safety, or welfare. The person requesting the temporary variance has the obligation to report any such potential threat to the board
immediately upon the discovery of such potential threat, or as soon as possible after such discovery.

(Indiana Board of Pharmacy; 856 IAC 1-36-6; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-7 Public notice
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 7. The board shall give public notice of requests for temporary variances at not less than two (2) consecutive regular meetings before voting to grant
or deny a request for a temporary variance.
(Indiana Board of Pharmacy; 856 IAC 1-36-7; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-8 Justification of denial
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 8. The board shall set forth in writing its reasons for granting or denying a temporary variance.
(Indiana Board of Pharmacy; 856 IAC 1-36-8; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 1-36-9 Copies of requests
Authority: IC 25-26-13-4
Affected: IC 25-26-13-5

Sec. 9. The executive director shall retain copies of all requests for temporary variances and the board's reasons for granting or denying requests as part
of the record of it proceedings maintained under IC 25-26-13-5.
(Indiana Board of Pharmacy; 856 IAC 1-36-9; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535, readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330; readopted filed
Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)
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Rule 37. Centralized Processing of Prescription Drug Orders

856 IAC 1-37-1 “Centralized prescription drug order processing” defined
Authority: IC 25-26-13-4
Affected: 1C 25-26

Sec. 1. “Centralized prescription drug order processing” means the processing by a pharmacy of a request from another pharmacy to do the following:
(1) Fill or refill a prescription drug order.
(2) Perform processing functions, including the following:
(A) Dispensing.
(B) Drug utilization review.
(C) Claims adjudication.
(D) Refill authorizations.
(E) Therapeutic interventions.
(Indiana Board of Pharmacy; 856 IAC 1-37-1; filed Oct 14, 2005, 1:00 p.m.: 29 IR 815)

856 IAC 1-37-2 Centralized prescription processing
Authority: IC 25-26-13-4
Affected: IC 25-26

Sec. 2. A pharmacy, licensed or registered by the board, may perform or outsource centralized prescription processing services provided the parties
have:
(1) the same owner; or
(2) a written contract outlining the:
(A) services to be provided; and
(B) responsibilities and accountabilities of each party in fulfilling the terms of the contract in compliance with federal and state laws and regulations;
and share a common electronic file or have appropriate technology to allow access to sufficient information necessary or required to fill or refill a prescription
drug order.
(Indiana Board of Pharmacy; 856 IAC 1-37-2; filed Oct 14, 2005, 1:00 p.m.: 29 IR 815)

856 IAC 1-37-3 Policy and procedures manual
Authority: IC 25-26-13-4
Affected: IC 25-26

Sec. 3. The parties performing or contracting for centralized prescription processing services shall maintain a policy and procedures manual and
documentation that implementation is occurring in @ manner that shall be made available to the board for review, upon request, and that includes, but it is
not limited to, the following:

(1) A description of how the parties will comply with federal and state laws and regulations.
(2) The maintenance of the following:
(A) Appropriate records to identify the responsible pharmacist or pharmacists in the dispensing and counseling processes.
(B) A mechanism for tracking the prescription drug order during each step in the dispensing process.
(C) A mechanism to identify on the prescription label all pharmacies involved in dispensing the prescription drug order.
(3)The provision of adequate security to:
(A) protect the product integrity; and
(B) prevent the illegal use or disclosure of protected health information.
(4)The maintenance of a continuous quality improvement program for centralized prescription processing pharmacy services.
(Indiana Board of Pharmacy; 856 IAC 1-37-3; filed Oct 14, 2005, 1:00 p.m.: 29 IR 815)

Rule 38. Credit for Returned Expired Drugs

856 IAC 1-38-1 Applicability
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. (a) This rule establishes the standards and procedures concerning the return of expired legend drugs by an individual or entity licensed to receive
legend drugs to either of the following:
(1) A drug manufacturer.
(2) A designated agent of a drug manufacturer.
(b) This rule does not apply to the following:
(1) Vaccines that prevent influenza.
(2) Medicine used for the treatment of malignant hyperthermia.
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(3) Other legend drugs as determined by the board.
(Indiana Board of Pharmacy; 856 IAC 1-38-1; filed Jun 27, 2006, 10:50 a.m.: 20060726-IR-856050138FRA)

856 IAC 1-38-2 “Board” defined
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-2

Sec. 2. As used in this rule, “board” has the meaning set forth in IC 25-26-13-2.
(Indiana Board of Pharmacy; 856 IAC 1-38-2; filed Jun 27, 2006, 10:50 a.m.: 20060726-IR-856050138FRA))

856 IAC 1-38-3 “Designated agent” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 3. As used in this rule, “designated agent” means an individual or entity that contracts with a drug manufacturer to administer the manufacturer's
drug return policy for expired legend drugs.
(Indiana Board of Pharmacy; 856 IAC 1-38-3; filed Jun 27, 2006, 10:50 a.m.: 20060726-IR-856050138FRA)

856 IAC 1-38-4 Application of return of expired drugs
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 4. Effective with all drug orders placed after December 31, 2005, all drug manufacturers or their designated agents shall make adequate provisions
for the return of expired legend drugs.
(Indiana Board of Pharmacy; 856 IAC 1-38-4; filed Jun 27, 2006, 10:50 a.m.: 20060726-IR-856050138FRA)

856 IAC 1-38-5 Record keeping
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 5. Drug manufacturers or their designated agents shall do the following:
(1) Maintain records of all credits made under this rule for a period of two (2) years.
(2) Make the records available to the board or its agent upon request.
(Indiana Board of Pharmacy; 856 IAC 1-38-5; filed Jun 27, 2006, 10:50 a.m.: 20060726-IR-856050138FRA)

856 IAC 1-38-6 Compliance with other relevant law
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 6. The return of expired legend drugs under this rule shall also be consistent with all other applicable federal, state, and local laws and regulations.
(Indiana Board of Pharmacy; 856 IAC 1-38-6; filed Jun 27, 2006, 10:50 a.m.: 20060726-IR-856050138FRA)

Rule 39. Home Medical Equipment Service Providers

856 IAC 1-39-1 "Board" defined
Authority: IC 25-26-21-7
Affected: IC 25-26-21-1

Sec. 1. As used in this rule, "board" has the meaning set forth in IC 25-26-21-1.
(Indiana Board of Pharmacy; 856 IAC 1-39-1; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-2 "DMEPOS" defined
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 2. As used in this rule, "DMEPOS" means durable medical equipment, prosthetics, orthotics, and supplies.
(Indiana Board of Pharmacy; 856 IAC 1-39-2; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-3 "Home medical equipment” defined
Authority: IC 25-26-21-7
Affected: IC 25-26-21-2
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Sec. 3. As used in this rule, "home medical equipment" has the meaning set forth in IC 25-26-21-2. The term also includes

the following:

(1) Continuous passive motion (CPM) machines.

(2) Patient lift devices.

(3) Defibrillators.

(4) Manual wheelchairs.

(5) Hospital bed accessories.
(6) Electronically controlled or computerized wheel chairs and seating systems that are sold.

(Indiana Board of Pharmacy; 856 IAC 1-39-3; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-4 "Home medical equipment services" defined
Authority: IC 25-26-21-7
Affected: IC 25-26-21-3

Sec. 4. As used in this rule, "home medical equipment services" has the meaning set forth in IC 25-26-21-3.
(Indiana Board of Pharmacy; 856 IAC 1-39-4; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-5 "Licensee" defined
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 5. As used in this rule, "licensee” means the holder of a home medical equipment service provider license issued under
IC 25-26-21 and this title.
(Indiana Board of Pharmacy; 856 IAC 1-39-5; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-6 "Provider" defined
Authority: IC 25-26-21-7
Affected: IC 25-26-21-4

Sec. 6. As used in this rule, "provider" has the meaning set forth in IC 25-26-21-4.
(Indiana Board of Pharmacy; 856 IAC 1-39-6; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-7 Fees
Authority: IC 25-1-8-2; IC 25-26-21-7
Affected: IC 25-26-21

Sec. 7. (a) The fee for an original licensure application shall be:
(1) one hundred fifty dollars ($150); and
(2) paid at the time of filing the initial application.
(b) The fee for a biennial renewal shall be:
(1) two hundred dollars ($200); and
(2) paid at the time of license renewal.
(Indiana Board of Pharmacy; 856 IAC 1-39-7; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-8 Renewal
Authority: IC 25-1-8-2; IC 25-26-21-7
Affected: IC 25-26-21

Sec. 8. Home medical equipment service provider licenses shall expire on December 31 of each odd-numbered year.
(Indiana Board of Pharmacy; 856 IAC 1-39-8; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)

856 IAC 1-39-9 Proof of insurance
Authority: IC 25-1-8-2; IC 25-26-21-7
Affected: IC 25-26-21

Sec. 9. Before being issued a license, each home medical equipment service provider shall obtain and maintain comprehensive
business and liability insurance, consistent with minimum Medicare DMEPOS Supplier Standards.
(Indiana Board of Pharmacy; 856 IAC 1-39-9; filed Jun 27, 2006, 2:00 p.m.: 200607 26-IR-856050139FRA)
856 IAC 1-39-10 Oxygen and related respiratory services
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Authority: IC 25-26-21-7
Affected: IC 25-26-21; IC 25-34.5

Sec. 10. In order to provide oxygen and related respiratory services, each licensee shall employ or contract with:
(1) a respiratory care practitioner licensed under IC 25-34.5; or
(2) another duly licensed health professional with education and training in oxygen and related respiratory services.
(Indiana Board of Pharmacy; 856 IAC 1-39-10; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-11 Training
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 11. (a) Each licensee shall conduct and document training for each employee:
(1) at the time of hire; and
(2) annually.

(b) Documentation of training shall be readily available for inspection.

(c) Training programs:
(1) shall be conducted according to industry standards; and
(2) may be subject to board approval.

(Indiana Board of Pharmacy; 856 IAC 1-39-11; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-12 Patient records
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 12. Each licensee shall maintain patient records, relevant to services rendered, in accordance with state and federal
guidelines.
(Indiana Board of Pharmacy; 856 IAC 1-39-12; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-13 Equipment maintenance
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 13. Each licensee shall maintain documentation of the maintenance of equipment according to industry standards.
(Indiana Board of Pharmacy; 856 IAC 1-39-13,; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-14 Personnel policies and procedures
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 14. Each licensee shall maintain employee personnel records and policies consistent with the following:
(1) The scope of services provided.
(2) State and federal requirements.
(Indiana Board of Pharmacy; 856 IAC 1-39-14; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-15 Safety and quality of home medical equipment services
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 15. Each licensee shall:
(1) clean;
(2) repair;
(3) store;
(4) segregate; and
(5) identify;
all equipment in a manner that makes the equipment safe for use by the public, according to industry standards.
(Indiana Board of Pharmacy; 856 IAC 1-39-15; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-16 Licenses
Authority: IC 25-26-21-7
Affected: IC 25-26-21
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Sec. 16. Each licensee shall ensure that each employee is appropriately licensed or credentialed, or both, for the services
provided.
(Indiana Board of Pharmacy; 856 IAC 1-39-16; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-17 Physical location
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 17. Each licensee shall have a physical location from which home medical equipment services are provided.
(Indiana Board of Pharmacy; 856 IAC 1-39-17; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-18 Availability of licensee
Authority: IC 25-26-21-7
Affected: IC 25-26-21

Sec. 18. Each licensee shall provide twenty-four (24) hours a day, seven (7) days a week availability to their clients consistent
with the nature of the services the licensee provides.
(Indiana Board of Pharmacy; 856 IAC 1-39-18; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

856 IAC 1-39-19 Medicare DMEPOS supplier standards
Authority: IC 25-26-21-7
Affected: IC 25-26-21
Sec. 19. The board hereby incorporates by reference the Medicare supplier standards titled Special Payment Rules for ltems
Furnished by DMEPOS Suppliers and Issuance of DMEPOS Supplier Billing Privileges found at 42 CFR 424.57(c), effective
December 11, 2000.
(Indiana Board of Pharmacy; 856 IAC 1-39-19; filed Jun 27, 2006, 2:00 p.m.: 20060726-IR-856050139FRA)

Rule 40. Electronic Prescribing

856 IAC 1-40-1 "Board" defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-2

Sec. 1. "Board" has the meaning set forth in IC 25-26-13-2.
(Indiana Board of Pharmacy; 856 IAC 1-40-1; filed Jan 23, 2006, 8:35 a.m.: 29 IR 1930)

856 IAC 1-40-2 "Electronically transmitted" or "electronic transmission" defined
Authority: IC 25-26-13-4
Affected: IC 16-18-2-106.4; IC 25-26-13-2

Sec. 2. "Electronically transmitted" or "electronic transmission" has the meaning set forth in IC 16-18-2-106.4 and IC 25-26-
13-2.
(Indiana Board of Pharmacy; 856 IAC 1-40-2; filed Jan 23, 2006, 8:35 a.m.. 29 IR 1930)

856 IAC 1-40-3 "Electronic data intermediary” or "EDI" defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-2

Sec. 3. "Electronic data intermediary" or "EDI" has the meaning set forth in IC 25-26-13-2.
(Indiana Board of Pharmacy; 856 IAC 1-40-3; filed Jan 23, 2006, 8:35 a.m.. 29 IR 1930)

856 IAC 1-40-4 "Practitioner” defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-2

Sec. 4. "Practitioner" has the meaning set forth in IC 25-26-13-2.
(Indiana Board of Pharmacy; 856 IAC 1-40-4; filed Jan 23, 2006, 8:35 a.m.. 29 IR 1930)

856 IAC 1-40-5 "Prescription" defined
Authority: IC 25-26-13-4
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Affected: IC 25-26-13-2

Sec. 5. "Prescription" has the meaning set forth in IC 25-26-13-2.
(Indiana Board of Pharmacy; 856 IAC 1-40-5; filed Jan 23, 2006, 8:35 a.m.: 29 IR 1930)

856 IAC 1-40-6 Equipment
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 6. All electronic equipment for receipt of prescription drug orders communicated by way of electronic transmission shall
be maintained so as to ensure against the following:
(1) Unauthorized access.
(2) Changes to the prescription.
(Indiana Pharmacy Board; 856 IAC 1-40-6; filed Jan 23, 2006, 8:35 a.m.: 29 IR 1930)

856 IAC 1-40-7 Electronic transmission
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 7. Each electronic data intermediary shall ensure that the prescription electronically transmitted to the pharmacy:
(1) contains:
(A) no alterations to the:
(i) prescription;
(ii) order entry;
(iii) drug selection; or
(iv) intended drug selection;
by any electronic data intermediary;
(B) the exact information the prescription contained when originated by the authorized practitioner; and
(C) unique identifier for the practitioner, such as:
(i) a National Practitioner Identifier (NPI);
(ii) a Drug Enforcement Administration registration number;
(iii) a state issued practitioner license number; or
(iv) another board-approved identifier; and
(2) shall not interfere with the patient's freedom to choose a pharmacy.
(Indiana Board of Pharmacy; 856 IAC 1-40-7; filed Jan 23, 2006, 8:35 a.m.: 29 IR 1930)

856 IAC 1-40-8 Electronic data intermediary requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 8. An applicant for approval as an electronic data intermediary shall do the following:
(1) File an application provided by the board.
(2) Submit information regarding how the EDI shall do the following:
(A) Guarantee the security of the following:
(i) The prescription.
(i) The practitioner's identity and privacy.
(iii) The patient's identity, privacy, and confidentiality.
(B) Validate the authorized practitioner's licensure status.
(3) Appear before the board, if requested.
(Indiana Board of Pharmacy; 856 IAC 1-40-8; filed Jan 23, 2006, 8:35 a.m.. 29 IR 1931)

856 IAC 1-40-9 Electronic data intermediary standards
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 9. Each electronic data intermediary shall do the following:
(1) Maintain policies and procedures regarding the security of the following:
(A) The prescription.
(B) The practitioner's identity and privacy.
(C) The patient's identity, privacy, and confidentiality.
(2) Validate positive identification of the practitioner.
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(Indiana Board of Pharmacy; 856 IAC 1-40-9; filed Jan 23, 2006, 8:35 a.m..: 29 IR 1931)

856 IAC 1-40-10 Electronic prescription prohibitions
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 10. An electronic prescription does not include a prescription that is as follows:
(1) Transmitted via:
(A) electronic mail, without the use of an electronic data intermediary; or
(B) facsimile.
(2) Printed from a computer or electronic device.
(Indiana Board of Pharmacy; 856 IAC 1-40-10; filed Jan 23, 2006, 8:35 a.m.: 29 IR 1931)
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ARTICLE 4. PHARMACIST VACCINATIONS ADMINISTERED VIA PROTOCOL AUTHORITY
Rule 1. Pharmacist Vaccinations Administered via Protocol Authority

856 IAC 4-1-1 Education and training
Authority: IC 25-26-13-4; P.L.94-2007, SECTION 5
Affected: IC 25-26-13

Sec. 1. (a) In order to qualify to administer immunizations, a pharmacist must successfully complete a course of training in immunization that is provided
by an Accreditation Council for Pharmacy Education accredited provider and meets the standards set forth by:
(1) the Centers for Disease Control and Prevention;
(2) a similar health authority; or
(3) a professional body approved by the Indiana board of pharmacy.
(b) The pharmacist must:
(1) be certified in cardiopulmonary resuscitation; and
(2) maintain certification as required by the certifying body.
(c) Training must include study materials and hands-on training and techniques for administering vaccines, comply with CDC and the Office of Safety
and Health Administration guidelines, and provide instruction and experiential training in the following content areas:
(1) Mechanisms of action for the following:
(A) Vaccines.
(B) Contraindication.
(C) Drug interaction.
(D) Monitoring after vaccine administration.
) Standards for immunization practices.
) Basic immunology and vaccine protection.
) Vaccine-preventable diseases.
) Recommended immunization schedule.
) Vaccine storage management.
) Biohazard waste disposal and sterile techniques.
) Informed consent.
) Physiology and techniques for vaccine administration.
0) Patient pre-vaccine and post-vaccine assessment and counseling.
1) Immunization record management.
2
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12) Management of adverse events, including the following:
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(A) Identification.
(B) Appropriate response.
(C) Documentation.
(D) Reporting.
(d) The qualifying pharmacist is responsible for maintaining records of training in the administration of immunizations and cardiopulmonary resuscitation
of each pharmacist engaging in immunization practice within the pharmacy.
(Indiana Board of Pharmacy; 856 IAC 4-1-1)

856 IAC 4-1-2 Required components of immunization protocol for administering vaccinations
Authority: IC 25-26-13-4; P.L.94-2007, SECTION 5
Affected: IC 25-26-13

Sec. 2. (a) The protocol for the administration of immunizations must include the following:
(1) For each immunization to be administered by a pharmacist, the following:

(A) The name and strength of the vaccine.
(B) Precautions and contraindications.
(C) The intended audience or patient population.
(D) The appropriate dosage.
(E) Administration schedules in accordance with the Centers for Disease Control and Prevention guidelines.
(F) Appropriate routes of administration.
(G) Appropriate injection sites.

(2) The length of time the pharmacist recommends an individual be observed for adverse effects, which shall be based on appropriate standards of
care established by the physician approving the protocol. The location of the observation shall be in the general vicinity of the administering pharmacist to
allow for ongoing evaluation.

(3) A method to address emergency situations including, but not limited to, adverse and anaphylactic reactions.

(4) Administration of epinephrine and appropriate dosages when required in the event of an adverse or anaphylactic reaction.

(5) A method to notify an individual's physician and the physician approving the protocol within fourteen (14) days after administering an immunization.
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(6) A copy of the record of vaccination and notification to the primary care physician and physician approving the protocol shall be kept in accordance
with the statutes and rules of the Indiana board of pharmacy.
(b) Immunization protocols must be:
(1) approved and executed by the physician prior to implementation;
(2) maintained at the pharmacy; and
(3) renewed annually.
(c) The qualifying pharmacist is responsible for the following:
(1) Maintaining the immunization protocols.
(2) Ensuring that the protocols are renewed annually.
(Indiana Board of Pharmacy; 856 IAC 4-1-2)

856 IAC 4-1-3 Delegation of protocol authority
Authority: IC 25-26-13-4; P.L.94-2007, SECTION 5
Affected: IC 25-26-13

Sec. 3. The pharmacist is prohibited from delegating the administration of the immunization to another person.
(Indiana Board of Pharmacy; 856 IAC 4-1-3)

856 IAC 4-1-4 Reporting of adverse events
Authority: IC 25-26-13-4; P.L.94-2007, SECTION 5
Affected: IC 16-38-5; IC 25-26-13

Sec. 4. (a) A pharmacist shall report adverse events to the patient's primary care physician and the physician who approved the immunization protocol
within seventy-two (72) hours of the pharmacist's knowledge of the adverse event.

(b) A pharmacist shall report to the Vaccine Adverse Events Reporting Systems, the cooperative program for vaccine safety of the Centers for Disease
Control and Prevention and the Food and Drug Administration.

(c) A pharmacist may report the immunization of each individual to the immunization data registry maintained by the state department of health under IC
16-38-5.

(d) The qualifying pharmacist is responsible for ensuring that records of the reporting of adverse events is maintained by the pharmacy.
(Indiana Board of Pharmacy; 856 IAC 4-1-4)

856 IAC 4-1-5 Immunization practice voluntary
Authority: IC 25-26-13-4; P.L.94-2007, SECTION 5
Affected: IC 25-26-13

Sec. 5. (a) A pharmacist may not be required to:
(1) administer an immunization; or
(2) complete the accredited training program;
if the pharmacist chooses not to administer any immunization.
(b) If a pharmacist chooses not to administer any immunization, a pharmacist is not required to complete the accredited training program in order to
maintain a license to practice as a pharmacist in this state.
(Indiana Board of Pharmacy; 856 IAC 4-1-5)

856 IAC 4-1-6 Pharmacist personnel training requirements
Authority: IC 25-26-13-4; P.L.94-2007, SECTION 5
Affected: IC 25-26-13

Sec. 6. The qualifying pharmacist is responsible for ensuring that all pharmacist personnel engaging in immunization practice are trained:
(1) as required by this rule; and
(2) in the pharmacy's written policies and procedures of operation;
prior to performing any immunizations.
(Indiana Board of Pharmacy; 856 IAC 4-1-6)
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ARTICLE 5. AUTOMATED MEDICATION SYSTEMS
Rule 1. Automated Medication Systems

856 IAC 5-1-1 Purpose and scope
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 1. This article establishes standards applicable to any:
(1) pharmacy holding a permit issued by the board; and
(2) facility subject to inspection by the board;
that utilizes automation technology to store, package, dispense, and distribute prescriptions or medication orders.
(Indiana Board of Pharmacy; 856 IAC 5-1-1; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-2 "Automated medication system" defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 2. (a) As used in this article, "automated medication system" means any technology assisted operation approved by the board that:
(1) relies on bar code or other automated technology to dispense and distribute medications; and
(2) records all transactions related to its operation.
(b) The term does not include automatic counting devices or unit-based dispensing cabinets utilized by a pharmacy or facility to automatically count
medication for dispensing.
Indiana Board of Pharmacy; 856 IAC 5-1-2; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-3 "Board" defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13-3

Sec. 3. As used in this rule, "board" means the Indiana board of pharmacy established under IC 25-26-13-3.
(Indiana Board of Pharmacy; 856 IAC 5-1-3; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-4 "Operation" defined
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 4. As used in this article, "operation" means the storing, assembly, packing, dispensing, and distributing of drugs including the:
(1) operability;

2) integrity;

3) maintenance;

4) safety;

5) security;

6) confidentiality; and

7) accuracy;

of the automated process.

(Indiana Board of Pharmacy; 856 IAC 5-1-4; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

(
(
(
(
(
(

856 IAC 5-1-5 Authority to use automated medication system
Authority: IC 25-26-13-4
Affected: IC 16-42-19-5; IC 25-26-13; IC 35-48
Sec. 5. (a) A pharmacy or facility may use an automated medication system to fill prescriptions or medication orders provided that:
(1) the qualifying pharmacist of the pharmacy or a practitioner as defined by IC 16-42-19-5 is responsible for the operation of the automated medication
system;
(2) the board:
(A) conducts an inspection of the pharmacy or facility including an inspection of the automated medication system; and
(B) approves the system; and
(3) the automated medication system is tested by the pharmacy or facility and found to dispense accurately. The pharmacy or facility shall make the
results of such testing available to the board upon request.
(b) The qualifying pharmacist or practitioner is responsible for the following:
(1) Reviewing and approving all policies and procedures for system operation.
(2) Ensuring that:
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(A) medications in the automated medication system are inspected for expiration or use by date, misbranding, and physical integrity; and
(B) the automated medication system is inspected monthly for security and accountability.
(3) Managing all personnel with access to the automated medication system.
(4) Ensuring that the automated medication system is stocked accurately and an accountability record is maintained in accordance with the written
policies and procedures of operation.
(6) Providing the board with copies of records associated with the operation of the automated medication system upon request by the board.
(6) Ensuring compliance with all applicable provisions of:
(A) IC 25-26;
(B) IC 16-42;
(C) IC 35-48;
(D) this title; and
(E) 858 IAC.
(Indiana Board of Pharmacy; 856 IAC 5-1-5; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-6 Written policies and procedures of operation
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 6. (a) An automated medication system used to fill prescriptions or medication orders shall be operated according to the pharmacy's or facility's
written policies and procedures of operation. The policies and procedures of operation shall:
(1) include a:
(A) table of contents; and
(B) description of all procedures of operation;
(2) set forth methods that record any revision of the policies and procedures for a minimum of two (2) years from the date of the revision. Any such
revision must be approved by the qualifying pharmacist or practitioner by handwritten signature and date;
(3) set forth methods that ensure that a pharmacist currently licensed in the transmitting jurisdiction reviews and approves the transmission of each
original or new prescription or medication order to the automated medication system before the transmission is made;
(4) set forth methods to protect patient confidentiality as required by state and federal law;
(5) set forth methods that ensure access to the system is limited to approved personnel with accountability for all access to the system; and
(6) identify the circumstances under which medications may be removed from the automated medication system by a licensed practitioner for
distribution to a patient without prior order review by a registered pharmacist.

(b) A pharmacy or facility that uses an automated medication system to fill prescriptions or medication orders shall annually review its written policies and
procedures of operation and revise them if necessary.

(c) A copy of the written policies and procedures of operation adopted under this section shall be retained at the pharmacy or facility where the automated
medication system is utilized. The pharmacy or facility shall provide to the board a copy of the written policies and procedures of operation for inspection and
review upon request by the board.

(Indiana Board of Pharmacy; 856 IAC 5-1-6; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-7 Personnel training requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 7. The qualifying pharmacist or practitioner shall be responsible for ensuring that all personnel with access to the automated medication system are
trained in the pharmacy's or facility's written policies and procedures of operation prior to performing any automated medication system operations.
(Indiana Board of Pharmacy; 856 IAC 5-1-7; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-8 Written program for quality assurance
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 8. A pharmacy or facility that uses an automated medication system to fill prescriptions or medication orders shall operate according to a written
program for quality assurance of the automated medication system that:
(1) requires continuous monitoring of the automated medication system;
(2) establishes mechanisms and procedures to test the accuracy of the automated medication system biannually and upon any modification to the
system including medications used within that system;
(3) establishes a protocol for measuring the effectiveness of the automated medication system; and
(4) requires the pharmacy or facility to:
(A) report to the board each recurring error of the automated medication system; and
(B) maintain all documentation relating to the written program for quality assurance for at least two (2) years.
(Indiana Board of Pharmacy; 856 IAC 5-1-8; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)
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856 IAC 5-1-9 Written plan for recovery
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 9. A pharmacy or facility that uses an automated medication system to fill prescriptions or medication orders shall maintain a written plan for
recovery from an emergency that interrupts the ability of the pharmacy or facility to provide services. The written plan for recovery shall include the following:
(1) Planning and preparation for an emergency.
(2) Procedures for response to an emergency.
(3) Procedures for the maintenance and testing of the written plan for recovery.
(4) A procedure to notify:
(A) the board;
(B) each organization that has contracted with the pharmacy or facility;
(C) each patient of the pharmacy or facility; and
(D) other appropriate agencies;
of an emergency and the date on which the pharmacy or facility expects to recommence the provision of service.
(Indiana Board of Pharmacy; 856 IAC 5-1-9; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)

856 IAC 5-1-10 Written program for preventative maintenance of automated medication system
Authority: IC 25-26-13-4
Affected: IC 25-26-13

Sec. 10. A pharmacy or facility that uses an automated medication system to fill prescriptions or medication orders shall maintain a written program for
preventative maintenance of the system.
(Indiana Board of Pharmacy; 856 IAC 5-1-10; filed Nov 21, 2007, 12:04 p.m.: 20071219-IR-856070590FRA)
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ARTICLE 48. CONTROLLED SUBSTANCES

IC 35-48-1
Chapter 1. Definitions

IC 35-48-1-1 Repealed
(Repealed by P.L.5-1988, SEC.208.)
IC 35-48-1-2 Definitions; application

Sec. 2. The definitions in this chapter apply throughout this article.
As added by P.L.5-1988, SEC.182.

IC 35-48-1-3 "Administer" defined

Sec. 3. "Administer" means the direct application of a controlled substance, whether by injection, inhalation, ingestion, or any other means, to the body of
a patient or research subject by:
(1) a practitioner or by his authorized agent; or
(2) the patient or research subject at the direction and in the presence of the practitioner.
As added by P.L.5-1988, SEC.183.

IC 35-48-1-4 "Advisory committee" defined

Sec. 4. "Advisory committee" refers to the controlled substances advisory committee established under IC 35-48-2-1.
As added by P.L.5-1988, SEC.184.

IC 35-48-1-5 "Agent" defined
Sec. 5. "Agent" means an authorized person who acts on behalf of, or at the direction of, a manufacturer, distributor, or dispenser, but it does not include
a common or contract carrier, public warehouseman, or employee of the carrier or warehouseman.
As added by P.L.5-1988, SEC.185.
IC 35-48-1-6 "Board" defined

Sec. 6. "Board" refers to the Indiana state board of pharmacy.
As added by P.L.5-1988, SEC.186.

IC 35-48-1-7 "Cocaine" defined

Sec. 7. "Cocaine" includes coca leaves and any salt, compound, or derivative of coca leaves, and any salt, compound, isomer, derivative, or preparation
which is chemically equivalent or identical to any of these substances. However, decocainized coca leaves or extraction of coca leaves that do not contain
cocaine or ecgonine are not included.

As added by P.L.5-1988, SEC.187.

IC 35-48-1-8 Repealed
(Repealed by P.L.3-1989, SEC.224.)
IC 35-48-1-9 “Controlled substance” defined
Sec. 9. "Controlled substance" means a drug, substance, or immediate precursor in schedule I, II, Ill, IV, or V under:
(1) IC 35-48-2-4, IC 35-48-2-6, IC 35-48-2-8, IC 35-48-2-10, or IC 35-48-2-12, if IC 35-48-2-14 does not apply; or
(2) a rule adopted by the board, if IC 35-48-2-14 applies.
As added by P.L.5-1988, SEC.189.
IC 35-48-1-9.3 "Controlled substance analog" defined
Sec. 9.3. (a) "Controlled substance analog" means a substance:

(1) the chemical structure of which is substantially similar to that of a controlled substance included in schedule | or Il and that has; or
(2) that a person represents or intends to have;
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a narcotic, stimulant, depressant, or hallucinogenic effect on the central nervous system substantially similar to or greater than the narcotic, stimulant,
depressant, or hallucinogenic effect on the central nervous system of a controlled substance included in schedule | or II.
(b) The definition set forth in subsection (a) does not include:

(1) a controlled substance;

(2) a substance for which there is an approved new drug application;

(3) a substance for which an exemption is in effect for investigational use by a person under Section 505 of the federal Food, Drug and Cosmetic Act
(chapter 675, 52 Stat. 1052 (21 U.S.C. 355)), to the extent that conduct with respect to the substance is permitted under the exemption; or

(4) a substance to the extent not intended for human consumption before an exemption takes effect regarding the substance.
As added by P.L.225-2003, SEC.1.

IC 35-48-1-10 “Counterfeit substance” defined
Sec. 10. "Counterfeit substance" means a controlled substance which, or the container or labeling of which, without authorization, bears the trademark,
trade name, or other identifying mark, imprint, number, or device, or any likeness thereof, of a manufacturer, distributor, or dispenser other than the person
who in fact manufactured, distributed, or dispensed the substance.
As added by P.L.5-1988, SEC.190.
IC 35-48-1-11 “Delivery” defined
Sec. 11. "Delivery" means:
(1) an actual or constructive transfer from one (1) person to another of a controlled substance, whether or not there is an agency relationship; or
(2) the organizing or supervising of an activity described in subdivision (1).
As added by P.L.5-1988, SEC.191. Amended by P.L.165-1990, SEC.1.
IC 35-48-1-12 “Dispense” defined
Sec. 12. "Dispense" means to deliver a controlled substance to an ultimate user or research subject by or pursuant to the lawful order of a practitioner and
includes the prescribing, administering, packaging, labeling, or compounding necessary to prepare the substance for that delivery.
As added by P.L.5-1988, SEC.192.
IC 35-48-1-13 “Dispenser” defined
YAMD.1988
Sec. 13. "Dispenser" means a practitioner who dispenses.
As added by P.L.5-1988, SEC.193.
IC 35-48-1-14 “Distribute” defined

Sec. 14. "Distribute" means to deliver other than by administering or dispensing a controlled substance.
As added by P.L.5-1988, SEC.194.

IC 35-48-1-15 “Distributor” defined

Sec. 15. "Distributor" means a person who distributes.
As added by P.L.5-1988, SEC.195.

IC 35-48-1-16 “Drug” defined

Sec. 16. "Drug" has the meaning set forth in IC 16-42-19-2. It does not include devices or their components, parts, or accessories, nor does it include
fsoiaded by P.L.5-1988, SEC.196. Amended by P.L.2-1993, SEC.190.
IC 35-48-1-17 “Immediate precursor” defined

Sec. 17. "Immediate precursor" means a substance which the board has found to be and by rule designates as being the principal compound commonly
used or produced primarily for use, and which is an immediate chemical intermediate used or likely to be used in the manufacture of a controlled substance,

the control of which is necessary to prevent, curtail, or limit manufacture.
As added by P.L.5-1988, SEC.197.
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IC 35-48-1-18 “Manufacture” defined

Sec. 18. "Manufacture" means:

(1) the production, preparation, propagation, compounding, conversion, or processing of a controlled substance, either directly or indirectly by extraction
from substances of natural origin, independently by means of chemical synthesis, or by a combination of extraction and chemical synthesis, and includes
any packaging or repackaging of the substance or labeling or relabeling of its container. It does not include the preparation, compounding, packaging, or
labeling of a controlled substance:

(A) by a practitioner as an incident to his administering or dispensing of a controlled substance in the course of his professional practice; or
(B) by a practitioner, or by his authorized agent under his supervision, for the purpose of, or as an incident to, research, teaching, or chemical
analysis and not for sale; or

(2) the organizing or supervising of an activity described in subdivision (1).

As added by P.L.5-1988, SEC.198. Amended by P.L.165-1990, SEC.2; P.L.17-2001, SEC.18.

IC 35-48-1-19 “Marijuana” defined

Sec. 19. "Marijuana" means any part of the plant genus Cannabis whether growing or not; the seeds thereof; the resin extracted from any part of the plant,
including hashish and hash oil; any compound, manufacture, salt, derivative, mixture, or preparation of the plant, its seeds or resin. It does not include the
mature stalks of the plant; fiber produced from the stalks; oil or cake made from the seeds of the plant; any other compound, manufacture, salt, derivative,
mixture, or preparation of the mature stalks (except the resin extracted therefrom); or the sterilized seed of the plant which is incapable of germination.

As added by P.L.5-1988, SEC.199.

IC 35-48-1-20 “Narcotic drug” defined

Sec. 20. "Narcotic drug" means any of the following, whether produced directly or indirectly by extraction from substances of vegetable origin, independently
by means of chemical synthesis, or by a combination of extraction and chemical synthesis:

(1) Opium and opiate, and any salt, compound, derivative, or preparation of opium or opiate.

(2) Any salt, compound, isomer, derivative, or preparation thereof which is chemically equivalent or identical to any of the substances referred to in
subdivision (1) of this definition, but not including the isoquinoline alkaloids of opium.

(3) Opium poppy and poppy straw.
As added by P.L.5-1988, SEC.200.

IC 35-48-1-21 “Opiate” defined

Sec. 21. "Opiate" means a substance having an addiction-forming or addiction-sustaining liability similar to morphine or being capable of conversion into a
drug having addiction-forming or addiction-sustaining liability. It does not include, unless specifically designated as controlled under IC 35-48-2, the
dextrorotatory isomer of 3-methoxy-n-methylmorphinan and its salts (dextromethorphan). It does include its racemic and levorotatory forms.
As added by P.L.5-1988, SEC.201.
IC 35-48-1-22 “Opium poppy” defined

Sec. 22. "Opium poppy" means the plant of the species Papaver somniferum L., except its seeds.
As added by P.L.5-1988, SEC.202.

IC 35-48-1-23 “Poppy straw” defined

Sec. 23. "Poppy straw" means any part, except the seeds, of the opium poppy, after mowing.
As added by P.L.5-1988, SEC.203.

IC 35-48-1-24 “Practitioner” defined

Sec. 24. "Practitioner" means a physician, dentist, veterinarian, scientific investigator, pharmacy, hospital, or other institution or individual licensed,
registered, or otherwise permitted to distribute, dispense, conduct research with respect to, or administer a controlled substance in the course of professional
practice or research in Indiana.
As added by P.L.5-1988, SEC.204.
IC 35-48-1-25 “Prescription drug” defined

Sec. 25. "Prescription drug" means a controlled substance or a legend drug (as defined in IC 16-18-2-199).
As added by P.L.5-1988, SEC.205. Amended by P.L.2-1993, SEC.191.
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IC 35-48-1-26 “Production” defined

Sec. 26. "Production” includes the manufacture, planting, cultivation, growing, or harvesting of a controlled substance.
As added by P.L.5-1988, SEC.206.

IC 35-48-1-27 “Ultimate user” defined

Sec. 27. "Ultimate user" means a person who lawfully possesses a controlled substance for the person's own use, for the use of a member of the person's
household, or for administering to an animal owned by the person or by a member of the person's household.
As added by P.L.5-1988, SEC.207.

IC 35-48-2
Chapter 2. Classification of Drugs

IC 35-48-2-1 Considerations of board in determinations on substances; controlled substances advisory committee; exclusion of a nonnarcotic
substance from schedule

Sec. 1. (a) The board shall administer this article and may recommend to the general assembly the addition, deletion, or rescheduling of all substances
listed in the schedules in sections 4, 6, 8, 10, and 12 of this chapter by submitting a report of such recommendations to the legislative council. In making a
determination regarding a substance, the board shall consider the following:

(1) The actual or relative potential for abuse.
The scientific evidence of its pharmacological effect, if known.
The state of current scientific knowledge regarding the substance.
The history and current pattern of abuse.
The scope, duration, and significance of abuse.
The risk to public health.
The potential of the substance to produce psychic or physiological dependence liability.
) Whether the substance is an immediate precursor of a substance already controlled under this article.

(b) After considering the factors enumerated in subsection (a), the board shall make findings and recommendations concerning the control of the
substance if it finds the substance has a potential for abuse.

(c) If the board finds that a substance is an immediate precursor, substances which are precursors of the controlled precursor shall not be subject to
control solely because they are precursors of the controlled precursor.

(d) If any substance is designated or rescheduled to a more restrictive schedule as a controlled substance under federal law and notice is given to the
board, the board shall recommend similar control of the substance under this article in the board's report to the general assembly, unless the board objects
to inclusion or rescheduling. In that case, the board shall publish the reasons for objection and afford all interested parties an opportunity to be heard. At the
conclusion of the hearing, the board shall publish its findings.

(e) If a substance is rescheduled to a less restrictive schedule or deleted as a controlled substance under federal law, the substance is rescheduled or
deleted under this article. If the board objects to inclusion, rescheduling, or deletion of the substance, the board shall notify the chairman of the legislative
council not more than thirty (30) days after the federal law is changed and the substance may not be rescheduled or deleted until the conclusion of the next
complete session of the general assembly. The notice from the board to the chairman of the legislative council must be published.

(f) There is established a sixteen (16) member controlled substances advisory committee to serve as a consultative and advising body to the board in all
matters relating to the classification, reclassification, addition to, or deletion from of all substances classified as controlled substances in schedules | to IV or
substances not controlled or yet to come into being. In addition, the advisory committee shall conduct hearings and make recommendations to the board
regarding revocations, suspensions, and restrictions of registrations as provided in IC 35-48-3-4. All hearings shall be conducted in accordance with IC 4-
21.5-3. The advisory committee shall be made up of:

(1) two (2) physicians licensed under IC 25-22.5, one (1) to be elected by the medical licensing board of Indiana from among its members and one (1)
to be appointed by the governor;
(2) two (2) pharmacists, one (1) to be elected by the state board of pharmacy from among its members and one (1) to be appointed by the governor;
(3) two (2) dentists, one (1) to be elected by the state board of dentistry from among its members and one (1) to be appointed by the governor;
(4) the state toxicologist or the designee of the state toxicologist;
(5) two (2) veterinarians, one (1) to be elected by the state board of veterinary medical examiners from among its members and one (1) to be appointed
by the governor;
(6) one (1) podiatrist to be elected by the board of podiatric medicine from among its members;
(7) one (1) advanced practice nurse with authority to prescribe legend drugs as provided by IC 25-23-1-19.5 who is:
(A) elected by the state board of nursing from among the board's members; or
(B) if a board member does not meet the requirements under IC 25-23-1-19.5 at the time of the vacancy on the advisory committee, appointed by the
govermnor,
(8) the superintendent of the state police department or the superintendent's designee;
(9) three (3) members appointed by the governor who have demonstrated expertise concerning controlled substances; and
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(10) one (1) member appointed by the governor who is a psychiatrist with expertise in child and adolescent psychiatry.

(9) All members of the advisory committee elected by a board shall serve a term of one (1) year and all members of the advisory committee appointed by
the governor shall serve a term of four (4) years. Any elected or appointed member of the advisory committee, may be removed for cause by the authority
electing or appointing the member. If a vacancy occurs on the advisory committee, the authority electing or appointing the vacating member shall elect or
appoint a successor to serve the unexpired term of the vacating member. The board shall acquire the recommendations of the advisory committee pursuant
to administration over the controlled substances to be or not to be included in schedules | to V, especially in the implementation of scheduled substances
changes as provided in subsection (d).

(h) Authority to control under this section does not extend to distilled spirits, wine, or malt beverages, as those terms are defined or used in IC 7.1, or to
tobacco.

(i) The board shall exclude any nonnarcotic substance from a schedule if that substance may, under the Federal Food, Drug, and Cosmetic Act or state
law, be sold over the counter without a prescription.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977,
P.L.344, SEC.1; P.L.137-1985, SEC.17; P.L.200-1987, SEC.4; P.L.188-1989, SEC.4; P.L.33-1993, SEC.73; P.L.163-1994, SEC.2; P.L.177-1997, SEC.8;
P.L.14-2000, SEC.77.

IC 35-48-2-1.1 Repealed

(Repealed by P.L.2-1995, SEC.140.)

IC 35-48-2-1.5 Advisory committee; officers; meetings; rules; per diem; expenses

Sec. 1.5. (a) The advisory committee shall annually elect a chairperson and any other officers that the advisory committee determines necessary from
among its members.

(b) Meetings of the advisory committee may be called by:

(1) the advisory committee chairperson; or
(2) a majority of the members of the advisory committee.

(c) Seven (7) members of the committee constitute a quorum.

(d) Notwithstanding IC 1-1-4-1, if at least a quorum of its members are present at a meeting, the committee may take an action by an affirmative vote of at
least a majority of the members present and voting.

(e) The advisory committee shall adopt rules under IC 4-22-2 to:

(1) set standards related to the registration and control of the manufacture, distribution, and dispensing of controlled substances, including
recordkeeping requirements;

(2) set fees described in IC 25-1-8; and

(3) carry out its responsibilities under IC 35-48-2 through IC 35-48-3 and IC 35-48-6.

(f) The Indiana professional licensing agency shall provide staff and facilities to the advisory committee under IC 25-1-5.

(9) Each member of the committee who is not a state employee is entitled to the minimum salary per diem provided by IC 4-10-11-2.1(b). Such a member
is also entitled to reimbursement for traveling expenses and other expenses actually incurred in connection with the member's duties, as provided in the
state travel policies and procedures established by the department of administration and approved by the state budget agency.

(h) Each member of the committee who is a state employee is entitled to reimbursement for traveling expenses and other expenses actually incurred in
connection with the member's duties, as provided in the state travel policies and procedures established by the department of administration and approved
by the budget agency.

As added by P.L.200-1987, SEC.5.

IC 35-48-2-2 Nomenclature

Sec. 2. Nomenclature. The controlled substances listed in the schedules in sections 4, 6, 8, 10 and 12 of this chapter are included by whatever official,
common, usual, chemical, or trade name designated. The number placed in brackets after each substance is its federal Drug Enforcement Administration
Controlled Substances Code Number which is to be used for identification purposes on certain certificates of registration.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1979, P.L.303, SEC.2.

IC 35-48-2-3 Schedule | tests

Sec. 3. (a) The board shall recommend placement of a substance in schedule | under this chapter if it finds that the substance:
(1) has high potential for abuse; and
(2) has no accepted medical use in treatment in the United States or lacks accepted safety for use in treatment under medical supervision.
(b) The board may recommend placement of a substance in schedule | under this chapter if it finds that the substance is classified as a controlled
substance in schedule | under federal law.
As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.200-1987, SEC.6.
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IC 35-48-2-4 Schedule |

Sec. 4. (a) The controlled substances listed in this section are included in schedule .

(b) Opiates. Any of the following opiates, including their isomers, esters, ethers, salts, and salts of isomers, esters, and ethers, unless specifically
excepted by rule of the board or unless listed in another schedule, whenever the existence of these isomers, esters, ethers, and salts is possible within the
specific chemical designation:

Acetyl-alpha-methylfentanyl (N-[1-(1-methyl-2-phenethyl)-4- piperidinyl]-N-phenylacetamide) (9815)
Acetylmethadol (9601)

Allylprodine (9602)

Alpha-methylthiofentanyl (N-[1-methyl-2-(2- thienyl)ethyl-4-piperidinyl]-N-phenylpropanamide) (9832)
Alphacetylmethadol (9603)

Alphameprodine (9604)

Alphamethadol (9605)

Alphamethylfentanyl {9644} (9814)

Benzethidine (9606)

Beta-hydroxy-3-methylfentanyl (9831). Other name: N-[1-(2-hydroxy-2-phenethyl)-3-methyl-4-piperidinyl
]-N-phenylpropanamide.

Beta-hydroxyfentanyl (N-[1-(2-hydroxy-2- phenethyl)-4-piperidinyl]-N-phenylpropanamide) (9830)
Betacetylmethadol (9607)

Betameprodine (9608)

Betamethadol (9609)

Betaprodine (9611)

Clonitazene (9612)

Dextromoramide (9613)

Diampromide (9615)

Diethylthiambutene (9616)

Difenoxin (9168)

Dimenoxadol (9617)

Dimepheptanol (9618)

Dimethylthiambutene (9619)

Dioxaphetyl butyrate (9621)

Dipipanone (9622)

Ethylmethylthiambutene (9623)

Etonitazene (9624)

Etoxeridine (9625)

Furethidine (9626)

Hydroxypethidine (9627)

Ketobemidone (9628)

Levomoramide (9629)

Levophenacylmorphan (9631)

3-Methylfentanyl [N-[3-methyl-1-(2-phenylethyl)-4-

piperidyl]-N-phenyl-propanimide](9813)

3-Methylthiofentanyl (N-[(3-methyl-1-(2-thienyl)ethyl-4- piperidinyl]-N-phenylpropanamide) (9833)
MPPP (1-methyl-4-phenyl-4-propionoxypiperidine) (9961)

Morpheridine (9632)

N-[1-benzyl-4-piperidyl]-N-phenylpropanamide (benzylfentanyl), including any isomers, salts, or salts of isomers (9818)
N-[1-(2-thienyl)methyl-4-piperidyl]-N-phenylpropanamide (thenylfentanyl), including any isomers, salts, or salts of isomers (9834)
Noracymethadol (9633)

Norlevorphanol (9634)

Normethadone (9635)

Norpipanone (9636)

Para-fluorofentanyl (N-(4-fluorophenyl)-N- [1-(2-phenethyl)-4-piperidinyl] propanamide (9812)
Phenadoxone (9637)

Phenampromide (9638)

Phenomorphan (9647)

Phenoperidine (9641)

PEPAP [1-(2-phenethyl)-4-phenyl-4-acetoxypiperidine] (9663)

Piritramide (9642)

Proheptazine (9643)
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Properidine (9644)

Propiram (9649)

Racemoramide (9645)

Thiofentanyl (N-phenyl-N-[ 1-(2-thienyl)ethyl-4- piperidinyl]-propanamide) (9835)
Tilidine (9750)

Trimeperidine (9646)

(c) Opium derivatives. Any of the following opium derivatives, their salts, isomers, and salts of isomers, unless specifically excepted by rule of the board or

unless listed in another schedule, whenever the existence of these salts, isomers, and salts of isomers is possible within the specific chemical designation:
Acetorphine (9319)
Acetyldihydrocodeine (9051)
Benzylmorphine (9052)
Codeine methylbromide (9070)
Codeine-N-Oxide (9053)
Cyprenorphine (9054)
Desomorphine (9055)
Dihydromorphine (9145)
Drotebanol (9335)
Etorphine (except hydrochloride salt) (9056)
Heroin (9200)
Hydromorphinol (9301)
Methyldesorphine (9302)
Methyldihydromorphine (9304)
Morphine methylbromide (9305)
Morphine methylsulfonate (9306)
Morphine-N-Oxide (9307)
Myrophine (9308)
Nicocodeine (9309)
Nicomorphine (9312)
Normorphine (9313)
Pholcodine (9314)
Thebacon (9315)

(d) Hallucinogenic substances. Any material, compound, mixture, or preparation which contains any quantity of the following hallucinogenic, psychedelic,
or psychogenic substances, their salts, isomers, and salts of isomers, unless specifically excepted by rule of the board or unless listed in another schedule,
whenever the existence of these salts, isomers, and salts of isomers is possible within the specific chemical designation:

(1) 1-[1-(2-thienyl)cyclohexyl]pyrrolidine (7473). Other name: TCPy.
{2) 4-Bromo-2, 5-Dimethoxyamphetamine (7391). Some trade or other names: 4-Bromo-2, 5-Dimethoxy-a-methylphenethylamine; 4-Bromo-2, 5-DMA.
(3) 4-Bromo-2, 5-dimethoxphenethylamine (7392). Some trade or other names: 2-[4-bromo-2,5-dimethoxyphenyl]-1-aminoethane; alpha-desmethyl
DOB; 2C-B, Nexus.
4) 2, 5-Dimethoxy-4-ethylamphet-amine (7399). Other name: DOET.
) 2, 5-Dimethoxy-4-(n)-propylthiophenethylamine (7348). Other name: 2C-T-7.
) 2, 5-Dimethoxyamphetamine (7396). Some trade or other names: 2, 5-Dimethoxy-a-methylphenethylamine; 2, 5-DMA.
) 4-Methoxyamphetamine (7411). Some trade or other names: 4-Methoxy-a-methylphenethylamine; Paramethoxyamphetamine; PMA.
) 5-Methoxy-3, 4-methylenedioxy amphetamine (7401). Other Name: MMDA.
) 5-Methoxy-N, N-diisopropyltryptamine, including any isomers, salts, or salts of isomers (7439). Other name: 5-MeO-DIPT.
0) 4-methyl-2, 5-dimethoxyamphetamine (7395). Some trade and other names: 4-methyl-2, 5-dimethoxy-a-methylphenethylamine; DOM; and STP.
1) 3, 4-methylenedioxy amphetamine (7400). Other name: MDA.
2) 3,4-methylenedioxy-N-ethylamphetamine (7404). Other names: N-ethyl-alpha-methyl-3,4(methylenedioxy) phenethylamine; N-ethyl MDA; MDE;
and MDEA.
13) 3, 4-methylenedioxymethamphetamine (MDMA) (7405).
14) 3, 4, 5-trimethoxy amphetamine (7390). Other name: TMA.
(15) Alpha-ethyltryptamine (7249). Some trade and other names: Etryptamine; Monase; [alpha]-ethyl-1H-indole-3-ethanamine; 3-(2-aminobutyl) indole;
[alpha]-ET; and AET.
(16) Alpha-methyltryptamine (7432). Other name: AMT.
(17) Bufotenine (7433). Some trade and other names: 3-(B-Dimethylaminoethyl)-5-hydroxyindole; 3-(2-dimethylaminonethyl)-5-indolol; N, N-
dimethylserotonin; 5-hydroxy-N, N-dimethyltryptamine; mappine.
(18) Diethyltryptamine (7434). Some trade or other names: N, N-Diethyltryptamine; DET.
(19) Dimethyltrytamine (7435). Some trade or other names: DMT.
(20) Ibogaine (7260). Some trade and other names: 7-Ethyl-6, 6b, 7, 8, 9, 10, 12, 13-octahydro-2-methoxy-6, 9-methano-5H-pyrido (1', 2" 1, 2, azepino
4, 5-b) indole; tabernanthe iboga.
(21) Lysergic acid diethylamide (7315). Other name: LSD.
(22) Marijuana (7360).
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(23) Mescaline (7381).

(24) Parahexyl (7374). Some trade or other names: 3-Hexyl-1-hydroxy-7, 8, 9, 10-Tetrahydro-6, 6, 9-trimethyl-6H-dibenzo (b,d) pyran; Snyhexyl.
(25) Peyote (7415), including:

A) all parts of the plant that are classified botanically as lophophora williamsii lemaire, whether growing or not;

B) the seeds thereof;

C) any extract from any part of the plant; and

D) every compound, manufacture, salt, derivative, mixture, or preparation of the plant, its seeds, or extracts.

) N-ethyl-3-piperidyl benzilate (7482). Other name: DMZ.

)

(
(
(
(
6
7) N-hydroxy-3,4-methylenedioxyamphetamine (7402). Other names: N-hydroxy-alpha-methyl-3,4 (methylenedioxy)phenethylamine; and N-hydroxy

(2
(2
MDA.
(28) N-methyl-3-piperidyl benzilate (7484). Other name: LBJ.
(29) Psilocybin (7437).
(30) Psilocyn (7438).
(31) Tetrahydrocannabinols (7370), including synthetic equivalents of the substances contained in the plant, or in the resinous extractives of Cannabis,
sp. and synthetic substances, derivatives, and their isomers with similar chemical structure and pharmacological activity such as:
(A) ." cis or trans tetrahydrocannabinol, and their optical isomers;
(B) .8 cis or trans tetrahydrocannabinol, and their optical isomers; and
(C) 34 cis or trans tetrahydrocannabinol, and their optical isomers.
Since nomenclature of these substances is not internationally standardized, compounds of these structures, regardless of numerical designation of
atomic positions are covered. Other name: THC.
(32) Ethylamine analog of phencyclidine (7455). Some trade or other names: N-Ethyl-1-phenylcyclohexylamine; (1-phenylcyclohexyl) ethylamine; N-(1-
phenylcyclohexyl) ethylamine; cyclohexamine; PCE.
(33) Pyrrolidine analog of phencyclidine (7458). Some trade or other names: 1-(1-phenylcyclohexyl)-pyrrolidine; PCPy; PHP.
(34) Thiophene analog of phencyclidine (7470). Some trade or other names: 1-(1-(2-thienyl) cyclohexyl) piperidine; 2-Thienyl Analog of Phencyclidine;
TPCP.

(e) Depressants. Unless specifically excepted in a rule adopted by the board or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances having a depressant effect on the central nervous system, including its salts, isomers,
and salts of isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical designation:

Gamma-hydroxybutyric acid (other names include GHB; gamma-hydroxybutyrate; 4-hydroxybutanoic acid; sodium oxybate; sodium oxybutyrate) (2010)
Mecloqualone (2572)
Methaqualone (2565)

(f) Stimulants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation that contains any

quantity of the following substances having a stimulant effect on the central nervous system, including its salts, isomers, and salts of isomers:

([#/-)) cis-4-methylaminorex (([+/-])cis-4,5- dihydro-4-methyl-5-phenyl-2-oxazolamine) (1590)

Aminorex (1585). Other names: aminoxaphen; 2-amino-5-phenyl-2-oxazoline; or 4,5-dihydro-5-phenyl-2-oxazolamine.

Cathinone (1235). Some trade or other names: 2-amino-1-phenyl-1-propanone; alpha-aminopropiophenone; 2-aminopropiophenone; and
norephedrone.

Fenethylline (1503)

N-Benzylpiperazine (7493). Other names: BZP; and 1-benzylpiperazine.

N-ethylamphetamine (1475)

Methcathinone (1237) Some other trade names: 2-Methylamino-1-Phenylpropan-I-one; Ephedrone; Monomethylpropion; UR 1431.

N, N-dimethylamphetamine (1480). Other names: N, N-alpha-trimethyl-benzeneethanamine; and N, N-alpha-trimethylphenethylamine.

IC 35-48-2-5 Schedule Il tests

IC 35-48-2-5 Sec. 5. (a) The board shall recommend placement of a substance in schedule Il under this chapter if it finds that:
(1) the substance has high potential for abuse;
(2) the substance has currently accepted medical use in treatment in the United States, or currently accepted medical use with severe restrictions; and
(3) the abuse of the substance may lead to severe psychological or physical dependence.
(b) The board may recommend placement of a substance in schedule Il under this chapter if it finds that the substance is classified as a controlled
substance in schedule Il under federal law.
As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.200-1987, SEC.8.

IC 35-48-2-6 Schedule Il

Sec. 6. (a) The controlled substances listed in this section are included in schedule II.
(b) Any of the following substances, except those narcotic drugs listed in other schedules, whether produced directly or indirectly by extraction from
substances of vegetable origin, or independently by means of chemical synthesis, or by combination of extraction and chemical synthesis:
(1) Opium and opiate, and any salt, compound, derivative, or preparation of opium or opiate, excluding apomorphine, dextrorphan, nalbuphine,
naloxone, naltrexone, and their respective salts but including:
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raw opium (9600);
opium extracts (9610);
opium fluid extracts (9620);
powdered opium (9639);
granulated opium (9640);
tincture of opium (9630);
codeine (9050);
dihydroetorphine (9334);
ethylmorphine (9190);
etorphine hydrochloride (9059);
hydrocodone (9193);
hydromorphone (9150);
metopon (9260);
morphine (9300);
oxycodone (9143);
oxymorphone (9652); and
Q) thebaine (9333).
(2) Any salt, compound, isomer, derivative, or preparation thereof which is chemically equivalent or identical with any of the substances referred to in
subdivision (b)(1) of this section, but not including the isoquinoline alkaloids of opium.
(3) Opium poppy and poppy straw.
(4) Cocaine (9041).
(5) Concentrate of poppy straw (the crude extract of poppy straw in either liquid, solid, or powder form which contains the phenanthrene alkaloids of the
opium poppy) (9670).
(c) Opiates. Any of the following opiates, including their isomers, esters, ethers, salts, and salts of isomers, esters, and ethers whenever the existence of
these isomers, esters, ethers, and salts is possible within the specific chemical designation:
Alfentanil (9737)
Alphaprodine (9010)
Anileridine (9020)
Bezitramide (9800)
Bulk dextropropoxyphene (nondosage forms) (9273)
Carfentanil (9743)
Dihydrocodeine (9120)
Diphenoxylate (9170)
Fentanyl (9801)
Isomethadone (9226)
Levo-alphacetylmethadol (9648). Other names: Levo-alpha-acetylmethadol; levomethadyl acetate; and LAAM.
Levomethorphan (9210)
Levorphanol (9220)
Metazocine (9240)
Methadone (9250)
Methadone-Intermediate, 4-cyano-2-dimethyl-amino-4, 4-diphenyl butane (9254)
Moramide-Intermediate, 2-methyl-3-morpholino-1, 1-diphenylpropane- carboxylic acid (9802)
Pethidine (Meperidine) (9230)
Pethidine-Intermediate- A, 4-cyano-1-methyl-4-phenylpiperidine (9232)
Pethidine-Intermediate-B, ethyl-4-phenylpiperidine-4-carboxylate (9233)
Pethidine-Intermediate-C,1-methyl-4-phenylpiperidine-4-carbo xylic acid (9234)
Phenazodine (9715)
Piminodine (9730)
Racemethorphan (9732)
Racemorphan (9733)
Remifentanil (9739)
Sufentanil (9740)
(d) Stimulants. Any material compound, mixture, or preparation which contains any quantity of the following substances having a potential for abuse
associated with a stimulant effect on the central nervous system:
(1) Amphetamine, its salts, optical isomers, and salts of its optical isomers (1100).
(2) Methamphetamine, including its salts, isomers, and salts of its isomers (1105).
(3) Phenmetrazine and its salts (1631).
(4) Methylphenidate (1724).
(e) Depressants. Unless specifically excepted by rule of the board or unless listed in another schedule, any material, compound, mixture, or preparation
which contains any quantity of the following substances having a depressant effect on the central nervous system, including its salts, isomers, and salts of
isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical designation:
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Amobarbital (2125)
Glutethimide (2550)
Pentobarbital (2270)
Phencyclidine (7471)
Secobarbital (2315)
(f) Immediate precursors. Unless specifically excepted by rule of the board or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances:
(1) Immediate precursor to amphetamine and methamphetamine: Phenylacetone (8501). Some trade or other names: phenyl-2-propanone; P2P;
benzyl methyl ketone; methyl benzyl ketone.
(2) Immediate precursors to phencyclidine (PCP):
(A) 1-phenylcyclohexylamine (7460); or
(B) 1-piperidinocyclohexanecarbonitrile (PCC) (8603).
(9) Hallucinogenic substances:
Nabilone (7379). Other name: (+/-)-trans-3- (1,1-dimethylheptyl)-6, 6a, 7, 8, 10, 10a-hexahydro-1-hydroxy -6, 6-dimethyl-9H-dibenzo [b,d] pyran-9-one.

IC 35-48-2-7 Schedule lll tests

Sec. 7. (a) The board shall recommend placement of a substance in schedule 1l under this chapter if it finds that:
(1) the substance has a potential for abuse less than the substances listed in schedule | and Il under this chapter;
(2) the substance has currently accepted medical use in treatment in the United States; and
(3) abuse of the substance may lead to moderate or low physical dependence or high psychological dependence.
(b) The board may recommend placement of a substance in schedule Il under this chapter if it finds that the substance is classified as a controlled
substance in schedule Il under federal law.
As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.200-1987, SEC.9.

IC 35-48-2-8 Schedule Il

Sec. 8. (a) The controlled substances listed in this section are included in schedule II.

(b) Stimulants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances having a stimulant effect on the central nervous system, including its salts, isomers (whether optical, position, or
geometric), and salts of such isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical
designation:

(1) Those compounds, mixtures, or preparations in dosage unit form containing any stimulant substances listed in schedule Il which compounds,
mixtures, or preparations were listed on April 1, 1986, as excepted compounds under 21 CFR 1308.32, and any other drug of the quantitative composition
shown in that list for those drugs or that is the same except that it contains a lesser quantity of controlled substances (1405).

(2) Benzphetamine (1228).

(3) Chlorphentermine (1645).

(4) Clortermine (1647).

(5) Phendimetrazine (1615).

(c) Depressants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances having a depressant effect on the central nervous system:

(1) Any compound, mixture, or preparation containing:

(A) amobarbital (2126);

(B) secobarbital (2316);

(C) pentobarbital (2271); or

(D) any of their salts;
and one (1) or more other active medicinal ingredients which are not listed in any schedule.
(2) Any suppository dosage form containing:

(A) amobarbital (2126);

(B) secobarbital (2316);

(C) pentobarbital (2271); or

(D) any of their salts;

and approved by the Food and Drug Administration for marketing only as a suppository.

(3) Any substance which contains any quantity of a derivative of barbituric acid, or any salt thereof (2100).
(4) Chlorhexadol (2510).

(6) Embutramide (2020).

(6) Lysergic acid (7300).

(7) Lysergic acid amide (7310).

(8) Methyprylon (2575).

(9) Sulfondiethylmethane (2600).
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(10) Sulfonethylmethane (2605).

(11) Sulfonmethane (2610).

(12) A combination product containing Tiletamine and Zolazepam or any salt thereof (Telazol) (7295).

(13) Any drug product containing gamma-hydroxybutyric acid, including its salts, isomers, and salts of isomers, for which an application is approved
under section 505 of the federal Food, Drug and Cosmetic Act, 21 U.S.C. 301 et seq. (2012).

(d) Nalorphine (a narcotic drug) (9400).

(e) Narcotic Drugs. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation containing any of
the following narcotic drugs, or their salts calculated as the free anhydrous base or alkaloid, in the following limited quantities:

(1) Not more than 1.8 grams of codeine, per 100 milliliters or not more than 90 milligrams per dosage unit, with an equal or greater quantity of an
isoquinoline alkaloid of opium (9803).

(2) Not more than 1.8 grams of codeine, per 100 milliliters or not more than 90 milligrams per dosage unit, with one (1) or more active, nonnarcotic
ingredients in recognized therapeutic amounts (9804).

(3) Not more than 300 milligrams of dihydrocodeinone, per 100 milliliters or not more than 15 milligrams per dosage unit, with a fourfold or greater
quantity of an isoquinoline alkaloid of opium (9805).

(4) Not more than 300 milligrams of dihydrocodeinone, per 100 milliliters or not more than 15 milligrams per dosage unit, with one (1) or more active
nonnarcotic ingredients in recognized therapeutic amounts (9806).

(5) Not more than 1.8 grams of dihydrocodeine, per 100 milliliters or not more than 90 milligrams per dosage unit, with one (1) or more active,
nonnarcotic ingredients in recognized therapeutic amounts (9807).

(6) Not more than 300 milligrams of ethylmorphine, per 100 milliliters or not more than 15 milligrams per dosage unit, with one (1) or more active,
nonnarcotic ingredients in recognized therapeutic amounts (9808).

(7) Not more than 500 milligrams of opium per 100 milliliters or per 100 grams or not more than 25 milligrams per dosage unit, with one (1) or more
active, nonnarcotic ingredients in recognized therapeutic amounts (9809).

(8) Not more than 50 milligrams of morphine, per 100 milliliters or per 100 grams with one (1) or more active nonnarcotic ingredients in recognized
therapeutic amounts (9810).

(9) Buprenorphine (9064).

(f) Anabolic steroid (as defined in 21 U.S.C. 802(41)(A) and 21 U.S.C. 802(41)(B)).

(9) The board shall except by rule any compound, mixture, or preparation containing any stimulant or depressant substance listed in subsections (b)
through (e) from the application of any part of this article if the compound, mixture, or preparation contains one (1) or more active medicinal ingredients not
having a stimulant or depressant effect on the central nervous system, and if the admixtures are included therein in combinations, quantity, proportion, or
concentration that vitiate the potential for abuse of the substances which have a stimulant or depressant effect on the central nervous system.

(h) Any material, compound, mixture, or preparation which contains any quantity of Ketamine (7285).

(i) Hallucinogenic substances:

Dronabinol (synthetic) in sesame oil and encapsulated in a soft gelatin capsule in a United States Food and Drug Administration approved drug product
(7369).

IC 35-48-2-9 Schedule IV tests

Sec. 9. (a) The board shall recommend placement of a substance in schedule IV under this chapter if it finds that:
(1) the substance has a low potential for abuse relative to substances in schedule |1l under this chapter;
(2) the substance has currently accepted medical use in treatment in the United States; and
(3) abuse of the substance may lead to limited physical dependence or psychological dependence relative to the substances in schedule Il under this
chapter.
(b) The board may recommend placement of a substance in schedule IV under this chapter if it finds that the substance is classified as a controlled
substance in schedule IV under federal law.
As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.200-1987, SEC.11.

IC 35-48-2-10 Schedule IV

Sec. 10. (a) The controlled substances listed in this section are included in schedule IV.

(b) Narcotic drugs. Unless specifically excepted in a rule adopted by the board or unless listed in another schedule, any material, compound, mixture, or

preparation containing any of the following narcotic drugs, or their salts calculated as the free anhydrous base or alkaloid, in the following limited quantities:
(1) Not more than 1 milligram of difenoxin (9618) and not less than 25 micrograms of atropine sulfate per dosage unit.
(2) Dextropropoxyphene (alpha- (+)-4-dimethylamino-1,2- diphenyl-3-methyl-2-propionoxybutane (9278).

(c) Depressants. Unless specifically excepted in a rule adopted by the board or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances, including its salts, isomers, and salts of isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within the specific chemical designation:

Alprazolam (2882).
Barbital (2145).
Bromazepam (2748).
Camazepam (2749).
Carisoprodol.
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Chloral betaine (2460).
Chloral hydrate (2465).
Chlordiazepoxide (2744).
Clobazam (2751).
Clonazepam (2737).
Clorazepate (2768).
Clotiazepam (2752).
Cloxazolam (2753).
Delorazepam (2754).
Diazepam (2765).
Dichloralphenazone (2467).
Estazolam (2756).
Ethchlorvynol (2540).
Ethinamate (2545).
Ethyl loflazepate (2758).
Fludiazepam (2759).
Flunitrazepam (2763).
Flurazepam (2767).
Halazepam (2762).
Haloxazolam (2771).
Ketazolam (2772).
Loprazolam (2773).
Lorazepam (2885).
Lormetazepam (2774).
Mebutamate (2800).
Medazepam (2836).
Meprobamate (2820).
Methohexital (2264).
Methylphenobarbital (mephobarbital) (2250).
Midazolam (2884).
Nimetazepam (2837).
Nitrazepam (2834).
Nordiazepam (2838).
Oxazepam (2835).
Oxazolam (2839).
Paraldehyde (2585).
Petrichloral (2591).
Phenobarbital (2285).
Pinazepam (2883).
Prazepam (2764).
Quazepam (2881).
Temazepam (2925).
Tetrazepam (2886).
Triazolam (2887).
Zaleplon (2781).
Zolpidem (Ambien) (2783).
Zopiclone (2784).

(d) Fenfluramine. Any material, compound, mixture, or preparation which contains any quantity of the following substances, including its salts, isomers
(whether optical, position, or geometric), and salts of such isomers, whenever the existence of such salts, isomers, and salts of isomers is possible.

Fenfluramine (1670).

(e) Stimulants. Unless specifically excepted in a rule adopted by the board or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances having a stimulant effect on the central nervous system, including its salts, isomers
(whether optical, position, or geometric), and salts of such isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the
specific chemical designation:

Cathine ((+)-norpseudoephedrine) (1230).
Diethylpropion (1610).

Fencamfamin (1760).

Fenproporex (1575).

Mazindol (1605).

Mefenorex (1580).

Modafinil (1680).
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Phentermine (1640).

Pemoaline (including organometallic complexes and chelates thereof) (1530).
Pipradrol (1750).

Sibutramine (1675).

SPA ((-)-1-dimethylamino-1,2-diphenylethane (1635).

() Other substances. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains
any quantity of the following substances including its salts:

Butorphanol (including its optical isomers) (9720).
Pentazocine (9709).

(9) The board may except by rule any compound, mixture, or preparation containing any depressant substance listed in subsection (b), (c), (d), (e), or (f)
from the application of any part of this article if the compound, mixture, or preparation contains one (1) or more active medicinal ingredients not having a
depressant effect on the central nervous system, and if the admixtures are included therein in combinations, quantity, proportion, or concentration that vitiate
the potential for abuse of the substances which have a depressant effect on the central nervous system.

IC 35-48-2-11 Schedule V tests

Sec. 11. (a) The board shall recommend placement of a substance in schedule V under this chapter if it finds that:
(1) the substance has low potential for abuse relative to the controlled substances listed in schedule IV under this chapter;
(2) the substance has currently accepted medical use in treatment in the United States; and
(3) the substance has limited physical dependence or psychological dependence liability relative to the controlled substances listed in schedule [V
under this chapter.
(b) The board may recommend placement of a substance in schedule V under this chapter if it finds that the substance is classified as a controlled
substance in schedule V under federal law.
As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.200-1987, SEC.13.

IC 35-48-2-12 Schedule V

Sec. 12. (a) The controlled substances listed in this section are included in schedule V.

(b) Narcotic drugs containing nonnarcotic active medicinal ingredients. Any compound, mixture, or preparation containing any of the following narcotic
drugs, or their salts calculated as the free anhydrous base or alkaloid, in the following quantities, which shall include one (1) or more nonnarcotic active
medicinal ingredients in sufficient proportion to confer upon the compound, mixture, or preparation, valuable medicinal qualities other than those possessed
by the narcotic drug alone:

(1) Not more than 200 milligrams of codeine per 100 milliliters or per 100 grams.

(2) Not more than 100 milligrams of dihydrocodeine per 100 milliliters or per 100 grams.

(3) Not more than 100 milligrams of ethylmorphine per 100 milliliters or per 100 grams.

(4) Not more than 2.5 milligrams of diphenoxylate and not less than 25 micrograms of atropine sulfate per dosage unit.
(5) Not more than 100 milligrams of opium per 100 milliliters or per 100 grams.

(6) Not more than 0.5 milligrams of difenoxin (9168), and not less than 25 micrograms of atropine sulfate per dosage unit.

(c) Pregabalin (2782).

(d) Pyrovalerone (1485).

IC 35-48-2-13 Repealed
(Repealed by Acts 1979, P.L.303, SEC.13.)
IC 35-48-2-14 Reclassification; rules

Sec. 14. (a) The board may adopt rules under IC 4-22-2 to reclassify a controlled substance:
(1) from a more restrictive schedule to a less restrictive schedule; or
(2) as a substance that is not a controlled substance;
if the board finds that the substance qualifies for reclassification under this chapter and that the same reclassification has been made in a controlled
substance schedule under federal law.

(b) If the board reclassifies a controlled substance under subsection (a), the board shall recommend the same reclassification to the general assembly
under section 1 of this chapter.

(c) Notwithstanding a provision in this chapter that classifies a controlled substance in a more restrictive schedule than a rule adopted under subsection
(a), a person who manufactures, distributes, dispenses, possesses, or uses a controlled substance in compliance with the requirements applicable to the
less restrictive schedule to which a controlled substance is reclassified under subsection (a) does not commit an offense under this article.

(d) Notwithstanding a provision in this chapter that classifies a substance as a controlled substance, a person does not commit an offense under this
article if the board has reclassified the controlled substance as a substance that is not a controlled substance.

As added by P.L.200-1987, SEC.14.
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IC 35-48-3
Chapter 3. Registration and Control

IC 35-48-3-1 Rules

Sec. 1. Rules. The board may promulgate rules and charge reasonable fees relating to the registration and control of the manufacture, distribution, and
dispensing of controlled substances within this state.
As added by Acts 1976, P.L.148, SEC.7.

IC 35-48-3-2 Limited permits for entities operating animal shelters

Sec. 2. (a) Any humane society, animal control agency, or governmental entity operating an animal shelter or other animal impounding facility is entitled to
receive a limited permit only for the purpose of buying, possessing, and using:
(1) sodium pentobarbital to euthanize injured, sick, homeless, or unwanted domestic pets and animals;
(2) ketamine and ketamine products to anesthetize or immobilize fractious domestic pets and animals; and
(3) a combination product containing tiletimine and zolazepam as an agent for the remote chemical capture of domestic pets or animals that otherwise
cannot be restrained or captured.
(b) A humane society, animal control agency, or governmental entity entitled to receive a permit under this chapter must:
(1) apply to the board according to the rules established by the board;
(2) pay annually to the board a fee set by the board for the limited permit; and
(3) submit proof, as determined by the board, that the employees of an applicant who will handle a controlled substance are sufficiently trained to use
and administer the controlled substance.
(c) All fees collected by the board under this section shall be credited to the state board of pharmacy account.
(d) Storage, handling, and use of controlled substances obtained according to this section are subject to the rules adopted by the board.
As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.193-1987, SEC.16; P.L.136-2001, SEC.1.

IC 35-48-3-3 Registration requirements

Sec. 3. (a) Every person who manufactures or distributes any controlled substance within this state or who proposes to engage in the manufacture or
distribution of any controlled substance within this state, must obtain biennially a registration issued by the board in accordance with its rules.

(b) Every person who dispenses or proposes to dispense any controlled substance within Indiana must have a registration issued by the board in
accordance with its rules. A registration issued to a dispenser under this subsection expires whenever the dispenser's license as a practitioner expires. The
board shall renew a dispenser's registration under this subsection concurrently with any state license authorizing the dispenser to act as a practitioner.

(c) Persons registered by the board under this article to manufacture, distribute, dispense, or conduct research with controlled substances may possess,
manufacture, distribute, dispense, or conduct research with those substances to the extent authorized by their registration and in conformity with the other
provisions of this chapter.

(d) The following persons need not register and may lawfully possess controlled substances under this article:

(1) An agent or employee of any registered manufacturer, distributor, or dispenser of any controlled substance if he is acting in the usual course of his
business or employment.

(2) A common or contract carrier or warehouseman, or an employee thereof, whose possession of any controlled substance is in the usual course of
business or employment.

(3) An ultimate user or a person in possession of any controlled substance under a lawful order of a practitioner or in lawful possession of a schedule V
substance.

(e) The board may waive by rule the requirement for registration of certain manufacturers, distributors, or dispensers if it finds it consistent with the public
health and safety.

(f) A separate registration is required at each principal place of business or professional practice where the applicant manufactures, distributes, dispenses,
or possesses controlled substances.

(9) The board may inspect the establishment of a registrant or applicant for registration in accordance with the board's rules.

As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.156-1986, SEC.6.

IC 35-48-3-4 Registration

Sec. 4. Registration. (a) The board shall register an applicant to manufacture or distribute controlled substances unless it determines that the issuance of

that registration would be inconsistent with the public interest. In determining the public interest, the board shall consider:

(1) maintenance of effective controls against diversion of controlled substances into other than legitimate medical, scientific, or industrial channels;

(2) compliance with applicable state and local law;

(3) any convictions of the applicant under any federal and state laws relating to any controlled substance;

(4) past experience in the manufacture or distribution of controlled substances, and the existence in the applicant's establishment of effective controls
against diversion;

(5) furnishing by the applicant of false or fraudulent material in any application filed under this article;

(6) suspension or revocation of the applicant's federal registration to manufacture, distribute, or dispense controlled substances as authorized by
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federal law; and
(7) any other factors relevant to and consistent with the public health and safety.

(b) Registration under subsection (a) of this section does not entitle a registrant to manufacture and distribute controlled substances in
schedules | or Il other than those specified in the registration.

(c) Practitioners must be registered to dispense any controlled substances or to conduct research with controlled substances in schedules Il through V if
they are authorized to dispense or conduct research under the law of this state. The board need not require separate registration under this chapter for
practitioners engaging in research with nonnarcotic controlled substances in schedules Il through V where the registrant is already registered under this
chapter in another capacity, to the extent authorized by his registration in that other capacity.

(d) Registration to conduct research or instructional activities with controlled substances in schedules | through V does not entitle a registrant to conduct
research or instructional activities with controlled substances other than those approved by the controlled substances advisory committee in accordance with
the registration.

Compliance by manufacturers and distributors with the provisions of the federal law respecting registration (excluding fees) entitles them to be registered
under this article.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1981, P.L.170, SEC.7.

IC 35-48-3-5 Denial, revocation, and suspension of registration; reinstatement

Sec. 5. (a) An application for registration or re-registration submitted pursuant to and a registration issued under section 3 of this chapter to manufacture,
distribute, or dispense a controlled substance may be denied, suspended or revoked by the board upon a finding by the advisory committee that the
applicant or registrant:

(1) has furnished false or fraudulent material information in any application filed under this article;

(2) has violated any state or federal law relating to any controlled substance;

(3) has had his federal registration suspended or revoked to manufacture, distribute, or dispense controlled substances; or

(4) has failed to maintain reasonable controls against diversion of controlled substances into other than legitimate medical, scientific, or industrial
channels.

(b) The board may limit revocation or suspension of a registration or the denial of an application for registration or re-registration to the particular
controlled substance with respect to which grounds for revocation, suspension or denial exist.

(c) If the board suspends or revokes a registration or denies an application for re-registration, all controlled substances owned or possessed by the
registrant at the time of suspension or the effective date of the revocation or denial order may be placed under seal. The board may require the removal of
such substances from the premises. No disposition may be made of substances under seal until the time for taking an appeal has elapsed or until all
appeals have been concluded unless a court, upon application therefor, orders the sale of perishable substances and the deposit of the proceeds of the sale
with the court. Upon a revocation or denial order becoming final, all controlled substances may be forfeited to the state.

(d) The board shall promptly notify the drug enforcement administration of all orders suspending or revoking registration, all orders denying any
application for registration or re-registration, and all forfeitures of controlled substances.

(e) If the Drug Enforcement Administration terminates, denies, suspends, or revokes a federal registration for the manufacture, distribution, or dispensing
of controlled substances, a registration issued by the board under this chapter is automatically suspended.

(f) The board may reinstate a registration that has been suspended under subsection (e), after a hearing, if the board is satisfied that the applicant is able
to manufacture, distribute, or dispense controlled substances with reasonable skill and safety to the public. As a condition of reinstatement, the board may
impose disciplinary or corrective measures authorized under IC 25-1-9-9 or this article.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1981, P.L.170, SEC.8.

IC 35-48-3-6 Order to show cause

Sec. 6. (a) Before recommending a denial, suspension, or revocation of a registration, or before refusing a renewal of registration, the advisory committee
shall serve upon the applicant or registrant an order to show cause why registration should not be denied, revoked, or suspended, or why the renewal should
not be denied. The order to show cause shall contain a statement of the basis therefor and shall call upon the applicant or registrant to appear before the
advisory committee at a time and place not less than thirty (30) days after the date of service of the order, but in the case of a denial or renewal of
registration the show cause order shall be served not later than thirty (30) days before the expiration of the registration. These proceedings shall be
conducted in accordance with IC 4-21.5 without regard to any criminal prosecution or other proceeding. Proceedings to refuse renewal of registration shall
not abate the existing registration which shall remain in effect pending the outcome of the administrative hearing.

(b) The advisory committee may recommend suspension, and the board may suspend, without an order to show cause, any registration simultaneously
with the institution of proceedings under section 4 of this chapter, or where renewal of registration is refused, if it finds that there is an imminent danger to the
public health or safety which warrants this action. The suspension shall continue in effect until the conclusion of the proceedings, including judicial review
thereof, unless sooner withdrawn by the board or dissolved by a court of competent jurisdiction.

(c) If an applicant for re-registration (who is doing business under a registration previously granted and not revoked nor suspended) has applied for re-
registration at least forty-five (45) days before the date on which the existing registration is due to expire, the existing registration of the applicant shall
automatically be extended and continue in effect until the date on which the board so issues its order. The board may extend any other existing registration
under the circumstances contemplated in this section even though the registrant failed to apply for re-registration at least forty-five (45) days before
expiration of the existing registration, with or without request by the registrant, if the board finds that such extension is not inconsistent with the public health
and safety.

As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.7-1987, SEC.166.

98



IC 35-48-3-7 Records of registrants

Sec. 7. Records of Registrants. Persons registered to manufacture, distribute, or dispense controlled substances under this article shall keep records and
maintain inventories in conformance with the record-keeping and inventory requirements of federal law and with any additional rules the board issues.
As added by Acts 1976, P.L.148, SEC.7.

IC 35-48-3-8 Order forms

Sec. 8. Order Forms. Controlled substances in schedules | and Il shall be distributed by a registrant to another registrant only pursuant to an order form.
Compliance with the provisions of federal law respecting order forms is deemed compliance with this section.
As added by Acts 1976, P.L.148, SEC.7.

IC 35-48-3-9 Prescriptions

Sec. 9. (a) Except for dosages medically required for a period of not more than forty-eight (48) hours that are dispensed by or on the direction of a
practitioner or medication dispensed directly by a practitioner, other than a pharmacy, to an ultimate user, no controlled substance in schedule |l may be
dispensed without the written prescription of a practitioner.

(b) In emergency situations, as defined by rule of the board, schedule Il drugs may be dispensed upon oral prescription of a practitioner, reduced promptly
to writing and filed by the pharmacy. Prescriptions shall be retained in conformity with the requirements of section 7 of this chapter. No prescription for a
schedule Il substance may be refilled.

(c) Except for dosages medically required for a period of not more than forty-eight (48) hours that are dispensed by or on the direction of a practitioner, or
medication dispensed directly by a practitioner, other than a pharmacy, to an ultimate user, a controlled substance included in schedule Il or IV, which is a
prescription drug as determined under IC 16-42-19, shall not be dispensed without a written or oral prescription of a practitioner. The prescription shall not
be filled or refilled more than six (6) months after the date thereof or be refilled more than five (5) times, unless renewed by the practitioner. Prescriptions for
schedule IlI, IV, and V controlled substances may be transmitted by facsimile from the practitioner or the agent of the practitioner to a pharmacy. The
facsimile prescription is equivalent to an original prescription to the extent permitted under federal law.

(d) A controlled substance included in schedule V shall not be distributed or dispensed other than for a medical purpose.

As added by Acts 1976, P.L.148, SEC.7. Amended by P.L.2-1993, SEC.192; P.L.163-1994, SEC.4. Amended by P.L. 204-2005, SEC.21.

IC 35-48-3-10 Repealed
(Repealed by P.L.157-1999, SEC.2.)
IC 35-48-3-11 Treatment for weight reduction or to control obesity

Sec. 11. (a) Only a physician licensed under IC 25-22.5 may treat a patient with a Schedule 1l or Schedule 1V controlled substance for the purpose of
weight reduction or to control obesity.

(b) A physician licensed under IC 25-22.5 may not prescribe, dispense, administer, supply, sell, or give any amphetamine, sympathomimetic amine drug,
or compound designated as a Schedule Il or Schedule IV controlled substance under IC 35-48-2-8 and IC 35-48-2-10 for a patient for purposes of weight
reduction or to control obesity, unless the physician does the following:

(1) Determines:
(A) through review of:
(i) the physician's records of prior treatment of the patient; or
(ii) the records of prior treatment of the patient provided by a previous treating physician or weight loss program;
that the physician's patient has made a reasonable effort to lose weight in a treatment program using a regimen of weight reduction based on caloric
restriction, nutritional counseling, behavior modification, and exercise without using controlled substances; and
(B) that the treatment described in clause (A) has been ineffective for the physician's patient.
(2) Obtains a thorough history and performs a thorough physical examination of the physician's patient before initiating a treatment plan using a
Schedule |1l or Schedule IV controlled substance for purposes of weight reduction or to control obesity.
(c) A physician licensed under IC 25-22.5 may not begin and shall discontinue using a Schedule 1l or Schedule IV controlled substance for purposes of
weight reduction or to control obesity after the physician determines in the physician's professional judgment that:
(1) the physician's patient has failed to lose weight using a treatment plan involving the controlled substance;
(2) the controlled substance has provided a decreasing contribution toward further weight loss for the patient unless continuing to take the controlled
substance is medically necessary or appropriate for maintenance therapy;
(3) the physician's patient:
(A) has a history of; or
(B) shows a propensity for;
alcohol or drug abuse; or
(4) the physician's patient has consumed or disposed of a controlled substance in a manner that does not strictly comply with a treating physician's
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direction.
As added by P.L.157-1999, SEC.1. Amended by P.L.37-2001, SEC.1.

IC 35-48-4
Chapter 4. Offenses Relating to Controlled Substances

IC 35-48-4-0.5 Controlled substance analog; schedule | controlled substance

Sec. 0.5. For purposes of this chapter, a "controlled substance analog" is considered to be a controlled substance in schedule | if the analog is in whole
or in part intended for human consumption.
As added by P.L.225-2003, SEC.2.

IC 35-48-4-1 Dealing in cocaine or narcotic drug

Sec. 1. (a) A person who:
(1) knowingly or intentionally:
A) manufactures;
B) finances the manufacture of;
C) delivers; or
D) finances the delivery of;
cocaine, a narcotic drug, or methamphetamine, pure or adulterated, classified in schedule | or II; or
(2) possesses, with intent to:
(A) manufacture;
(B) finance the manufacture of;
(C) deliver; or
(D) finance the delivery of;
cocaine, a narcotic drug, or methamphetamine, pure or adulterated, classified in schedule | or II;
commits dealing in cocaine, a narcotic drug, or methamphetamine, a Class B felony, except as provided in subsection (b).
(b) The offense is a Class A felony if:
(1) the amount of the drug involved weighs three (3) grams or more;
(2) the person:
(A) delivered; or
(B) financed the delivery of;
the drug to a person under eighteen (18) years of age at least three (3) years junior to the person; or
(3) the person manufactured, delivered or financed the delivery of the drug:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
i) school property;
ii) a public park;
iii) a family housing complex; or
(iv) a youth program center.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.96; Acts 1979, P.L.303, SEC.8; P.L.296-1987, SEC.5; P.L.165-1990,
SEC.3; P.L.296-1995, SEC.3; P.L.65-1996, SEC.11; P.L.17-2001, SEC.19.

—~— — —

—~ e — —

IC 35-48-4-1.1 Dealing in methamphetamine

Sec. 1.1. (a) A person who:
(1) knowingly or intentionally:
(A) manufactures;
(B) finances the manufacture of;
(C) delivers; or
(D) finances the delivery of;
methamphetamine, pure or adulterated; or
(2) possesses, with intent to:
(A) manufacture;
(B) finance the manufacture of;
(C) deliver; or
(D) finance the delivery of;
methamphetamine, pure or adulterated;
commits dealing in methamphetamine, a Class B felony, except as provided in subsection (b).
(b) The offense is a Class A felony if:

100



(1) the amount of the drug involved weighs three (3) grams or more;
(2) the person:
(A) delivered; or
(B) financed the delivery of;
the drug to a person under eighteen (18) years of age at least three (3) years junior to the person; or
(3) the person manufactured, delivered, or financed the delivery of the drug:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
i) school property;
i) a public park;
iii) a family housing complex; or
(iv) a youth program center.
As added by P.L.151-2006, SEC.23.

—~ e — —

IC 35-48-4-2 Dealing in a schedule |, II, or lll controlled substance

Sec. 2. (a) A person who:

(1) knowingly or intentionally:
(A) manufactures;
(B) finances the manufacture of;
(C) delivers; or
(D) finances the delivery of;

a controlled substance, pure or adulterated, classified in schedule I, Il, or I, except marijuana, hash oil, or hashish; or

(2) possesses, with intent to:

(A) manufacture;
(B) finance the manufacture of;
(C) deliver; or
(D) finance the delivery of;

a controlled substance, pure or adulterated, classified in schedule |, Il, or Ill, except marijuana, hash oil, or hashish;

commits dealing in a schedule |, Il, or Ill controlled substance, a Class B felony, except as provided in subsection (b).
(b) The offense is a Class A felony if:

(1) the person:
(A) delivered; or
(B) financed the delivery of;
the substance to a person under eighteen (18) years of age at least three (3) years junior to the person; or
(2) the person delivered or financed the delivery of the substance:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
i) school property;
i) a public park;
iii) a family housing complex; or
(iv) a youth program center.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.97; Acts 1979, P.L.303, SEC.9; P.L.296-1987, SEC.6, P.L.165-1990,
SEC.4; P.L.296-1995, SEC.4; P.L.65-1996, SEC.12; P.L.17-2001, SEC.20.

—~— — —

IC 35-48-4-3 Dealing in a schedule IV controlled substance

Sec. 3. (a) A person who:
(1) knowingly or intentionally:
(A) manufactures;
(B) finances the manufacture of;
(C) delivers; or
(D) finances the delivery of;
a controlled substance, pure or adulterated, classified in schedule IV; or
(2) possesses, with intent to manufacture or deliver, a controlled substance, pure or adulterated, classified in schedule IV;
commits dealing in a schedule IV controlled substance, a Class C felony, except as provided in subsection (b).
(b) The offense is a Class B felony if:
(1) the person:
(A) delivered; or
(B) financed the delivery of;
the substance to a person under eighteen (18) years of age at least three (3) years junior to the person; or
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(2) the person delivered or financed the delivery of the substance:

(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:

(i) school property;

(ii) a public park;

(iii) a family housing complex; or

(iv) a youth program center.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.98; P.L.296-1987, SEC.7; P.L.165-1990, SEC.5; P.L.296-1995, SEC.5;
P.L.65-1996, SEC.13; P.L.17-2001, SEC.21.

IC 35-48-4-4 Dealing in a schedule V controlled substance

Sec. 4. (a) A person who:
(1) knowingly or intentionally:
(A) manufactures;
(B) finances the manufacture of;
(C) delivers; or
(D) finances the delivery of;
ontrolled substance, pure or adulterated, classified in schedule V; or
possesses, with intent to:
(A) manufacture;
(B) finance the manufacture of;
(C) deliver; or
(D) finance the delivery of;
a controlled substance, pure or adulterated, classified in schedule V;
commits dealing in a schedule V controlled substance, a Class D felony, except as provided in subsection (b).
(b) The offense is a Class B felony if:
(1) the person:
(A) delivered; or
(B) financed the delivery of;
the substance to a person under eighteen (18) years of age at least three (3) years junior to the person; or
(2) the person delivered or financed the delivery of the substance:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
i) school property;
ii) a public park;
iii) a family housing complex; or
(iv) a youth program center.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.99; P.L.296-1987, SEC.8; P.L.165-1990, SEC.6; P.L.296-1995, SEC.6;
P.L.65-1996, SEC.14; P.L.17-2001, SEC.22.

ac
2)

—~— — —

IC 35-48-4-4.1 Dumping controlled substance waste

Sec. 4.1. (a) A person who dumps, discharges, discards, transports, or otherwise disposes of:
(1) chemicals, knowing the chemicals were used in the illegal manufacture of a controlled substance or an immediate precursor; or
(2) waste, knowing that the waste was produced from the illegal manufacture of a controlled substance or an immediate precursor;
commits dumping controlled substance waste, a Class D felony.
(b) Itis not a defense in a prosecution under subsection (a) that the person did not manufacture the controlled substance or immediate precursor.
As added by P.L.17-2001, SEC.23.

IC 35-48-4-4.5 Dealing in a substance represented to be a controlled substance

Sec. 4.5. (a) A person who knowingly or intentionally delivers or finances the delivery of any substance, other than a controlled substance or a drug for
which a prescription is required under federal or state law, that:
(1) is expressly or impliedly represented to be a controlled substance;
(2) is distributed under circumstances that would lead a reasonable person to believe that the substance is a controlled substance; or
(3) by overall dosage unit appearance, including shape, color, size, markings, or lack of markings, taste, consistency, or any other identifying physical
characteristic of the substance, would lead a reasonable person to believe the substance is a controlled substance;
commits dealing in a substance represented to be a controlled substance, a Class D felony.
(b) In determining whether representations have been made, subject to subsection (a)(1), or whether circumstances of distribution exist, subject to
subsection (a)(2), the trier of fact may consider, in addition to other relevant factors, the following:
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1) Statements made by the owner or other person in control of the substance, concerning the substance's nature, use, or effect.
2) Statements made by any person, to the buyer or recipient of the substance, that the substance may be resold for profit.
3) Whether the substance is packaged in a manner uniquely used for the illegal distribution of controlled substances.
4) Whether:

(A) the distribution included an exchange of, or demand for, money or other property as consideration; and

(B) the amount of the consideration was substantially greater than the reasonable retail market value of the substance.

As added by Acts 1981, P.L.305, SEC.1. Amended by P.L.210-1986, SEC.1; P.L.165-1990, SEC.7.

IC 35-48-4-4.6 Unlawful manufacture, distribution, or possession of counterfeit substance

Sec. 4.6. (a) A person who knowingly or intentionally:
(1) manufactures;
(2) finances the manufacture of;
(3) advertises;
(4) distributes; or
(5) possesses with intent to manufacture, finance the manufacture of, advertise, or distribute;
a substance described in section 4.5 of this chapter commits a Class C felony.
(b) A person who knowingly or intentionally possesses a substance described in section 4.5 of this chapter commits a Class C misdemeanor. However,
the offense is a Class A misdemeanor if the person has a previous conviction under this section.
(c) In any prosecution brought under this section it is not a defense that the person believed the substance actually was a controlled substance.
(d) This section does not apply to the following:
(1) The manufacture, financing the manufacture of, processing, packaging, distribution, or sale of noncontrolled substances to licensed medical
practitioners for use as placebos in professional practice or research.
(2) Persons acting in the course and legitimate scope of their employment as law enforcement officers.
(3) The retention of production samples of noncontrolled substances produced before September 1, 1986, where such samples are required by federal
law.
(e) In addition to any other penalty imposed for conviction of an offense under this section, a court shall order restitution pursuant to IC 35-50-5-3 to cover
the costs of an environmental cleanup incurred by a law enforcement agency or other person as a result of the offense.
(f) The amount collected under subsection (€) shall be used to reimburse the law enforcement agency that assumed the costs associated with the
environmental cleanup described in subsection (e).
As added by P.L.210-1986, SEC.2. Amended by P.L.165-1990, SEC.8; P.L.150-1999, SEC.1.

==

IC 35-48-4-5 Dealing in a counterfeit substance

Sec. 5. A person who:
(1) knowingly or intentionally:
(A) creates;
(B) delivers; or
(C) finances the delivery of;
a counterfeit substance; or
(2) possesses, with intent to:
(A) deliver; or
(B) finance the delivery of;
a counterfeit substance;
commits dealing in a counterfeit substance, a Class D felony.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.100; P.L.165-1990, SEC.9.

IC 35-48-4-6 Possession of cocaine or narcotic drug

Sec. 6. (a) A person who, without a valid prescription or order of a practitioner acting in the course of the practitioner's professional practice, knowingly or
intentionally possesses cocaine (pure or adulterated), a narcotic drug (pure or adulterated) classified in schedule | or Il, or methamphetamine (pure or
adulterated) commits possession of cocaine, a narcotic drug, or methamphetamine, a Class D felony, except as provided in subsection (b).

(b) The offense is:

(1) a Class C felony if:
(A) the amount of the drug involved (pure or adulterated) weighs three (3) grams or more; or
(B) the person was also in possession of a firearm (as defined in IC 35-47-1-5);
(2) a Class B felony if the person in possession of the cocaine, narcotic drug, or methamphetamine possesses less than three (3) grams of pure or
adulterated cocaine, a narcotic drug, or methamphetamine:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
(i) school property;
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(ii) a public park;
(iii) a family housing complex; or
(iv) a youth program center; and
(3) a Class A felony if the person possesses the cocaine, narcotic drug, or methamphetamine in an amount (pure or adulterated) weighing at least three
(3) grams:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
(i) school property;
(ii) a public park;
(iii) a family housing complex; or
(iv) a youth program center.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.101; Acts 1979, P.L.303, SEC.10; P.L.138-1983, SEC.3; P.L.296-1987,
SEC.9; P.L.296-1995, SEC.7; P.L.65-1996, SEC.15; P.L.188-1999, SEC.7; P.L.17-2001, SEC.24.

IC 35-48-4-6.1 Possession of methamphetamine

Sec. 6.1. (a) A person who, without a valid prescription or order of a practitioner acting in the course of the practitioner's professional practice, knowingly
or intentionally possesses methamphetamine (pure or adulterated) commits possession of methamphetamine, a Class D felony, except as provided in
subsection (b).

(b) The offense is:

(1) a Class C felony if:
(A) the amount of the drug involved (pure or adulterated) weighs three (3) grams or more; or
(B) the person was also in possession of a firearm (as defined in IC 35-47-1-5);
(2) a Class B felony if the person in possession of the methamphetamine possesses less than three (3) grams of pure or adulterated
methamphetamine:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
i) school property;
i) a public park;
iii) a family housing complex; or
(iv) a youth program center; and
(3) a Class A felony if the person possesses the methamphetamine in an amount (pure or adulterated) weighing at least three (3) grams:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
(
(
(

—~— — —

i) school property;
ii) a public park;
iii) a family housing complex; or
(iv) a youth program center.
As added by P.L.151-2006, SEC.25.

IC 35-48-4-7 Possession of a controlled substance; obtaining a schedule V controlled substance

Sec. 7. (a) A person who, without a valid prescription or order of a practitioner acting in the course of his professional practice, knowingly or intentionally
possesses a controlled substance (pure or adulterated) classified in schedule I, II, IlI, or IV, except marijuana or hashish, commits possession of a controlled
substance, a Class D felony. However, the offense is a Class C felony if the person in possession of the controlled substance possesses the controlled
substance:

(1) on a school bus; or
(2) in, on, or within one thousand (1,000) feet of:
(A) school property;
(B) a public park;
(C) a family housing complex; or
(D) a youth program center.
(b) A person who, without a valid prescription or order of a practitioner acting in the course of his professional practice, knowingly or intentionally obtains:
(1) more than four (4) ounces of schedule V controlled substances containing codeine in any given forty-eight (48) hour period unless pursuant to a
prescription;
(2) a schedule V controlled substance pursuant to written or verbal misrepresentation; or
(3) possession of a schedule V controlled substance other than by means of a prescription or by means of signing an exempt narcotic register
maintained by a pharmacy licensed by the Indiana state board of pharmacy; commits a Class D felony.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.102; P.L.138-1983, SEC.4; P.L.327-1985, SEC.4; P.L.296-1987, SEC.10;
P.L.296-1995, SEC.8; P.L.65-1996, SEC.16; P.L.17-2001, SEC.25.
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IC 35-48-4-8 Repealed
(Repealed by Acts 1980, P.L.115, SEC.5.)
IC 35-48-4-8.1 Manufacture of paraphernalia

Sec. 8.1. (a) A person who manufactures, finances the manufacture of, or designs an instrument, a device, or other object that is intended to be used
primarily for:
(1) introducing into the human body a controlled substance;
(2) testing the strength, effectiveness, or purity of a controlled substance; or
(3) enhancing the effect of a controlled substance;
in violation of this chapter commits a Class A infraction for manufacturing paraphernalia.
(b) A person who:
(1) knowingly or intentionally violates this section; and
(2) has a previous judgment for violation of this section;
commits manufacture of paraphernalia, a Class D felony.
As added by Acts 1980, P.L.115, SEC.2. Amended by P.L.202-1989, SEC.3; P.L.165-1990, SEC.10.

IC 35-48-4-8.2 Repealed
(Repealed by P.L.1-1991, SEC.205.)
IC 35-48-4-8.3 Possession of paraphernalia

Sec. 8.3. (a) A person who possesses a raw material, an instrument, a device, or other object that the person intends to use for:
(1) introducing into the person's body a controlled substance;
(2) testing the strength, effectiveness, or purity of a controlled substance; or
(3) enhancing the effect of a controlled substance;
in violation of this chapter commits a Class A infraction for possessing paraphernalia.
(b) A person who:
(1) knowingly or intentionally violates subsection (a); and
(2) has a previous judgment or conviction under this section;
commits possession of paraphernalia, a Class D felony.
(c) A person who recklessly possesses a raw material, an instrument, a device, or other object that is to be used primarily for:
1) introducing into the person's body a controlled substance;
2) testing the strength, effectiveness, or purity of a controlled substance; or
(3) enhancing the effect of a controlled substance;
in violation of this chapter commits reckless possession of paraphernalia, a Class A misdemeanor. However, the offense is a Class D felony if the person
has a previous judgment or conviction under this section.
As added by Acts 1980, P.L.115, SEC.4. Amended by P.L.202-1989, SEC.5; P.L.166-1990, SEC.2.

——

IC 35-48-4-8.5 Dealing in paraphernalia

Sec. 8.5. (a) A person who keeps for sale, offers for sale, delivers, or finances the delivery of a raw material, an instrument, a device, or other object that
is intended to be or that is designed or marketed to be used primarily for:
(1) ingesting, inhaling, or otherwise introducing into the human body marijuana, hash oil, hashish, or a controlled substance;
2) testing the strength, effectiveness, or purity of marijuana, hash oil, hashish, or a controlled substance;
3) enhancing the effect of a controlled substance;
4) manufacturing, compounding, converting, producing, processing, or preparing marijuana, hash oil, hashish, or a controlled substance;
5) diluting or adulterating marijuana, hash oil, hashish, or a controlled substance by individuals; or
(6) any purpose announced or described by the seller that is in violation of this chapter;
commits a Class A infraction for dealing in paraphernalia.
(b) A person who:
(1) knowingly or intentionally violates subsection (a); and
(2) has a previous judgment or conviction under this section;
commits dealing in paraphernalia, a Class D felony.
(c) A person who recklessly keeps for sale, offers for sale, or delivers an instrument, a device, or other object that is to be used primarily for:
ingesting, inhaling, or otherwise introducing into the human body marijuana, hash oil, hashish, or a controlled substance;
testing the strength, effectiveness, or purity of marijuana, hash oil, hashish, or a controlled substance;
enhancing the effect of a controlled substance;
manufacturing, compounding, converting, producing, processing, or preparing marijuana, hash oil, hashish, or a controlled substance;
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(5) diluting or adulterating marijuana, hash oil, hashish, or a controlled substance by individuals; or

(6) any purpose announced or described by the seller that is in violation of this chapter;
commits reckless dealing in paraphernalia, a Class A misdemeanor. However, the offense is a Class D felony if the person has a previous judgment or
conviction under this section.

(d) This section does not apply to the following:

(1) Items marketed for use in the preparation, compounding, packaging, labeling, or other use of marijuana, hash oil, hashish, or a controlled substance
as an incident to lawful research, teaching, or chemical analysis and not for sale.

(2) Items marketed for or historically and customarily used in connection with the planting, propagating, cultivating, growing, harvesting, manufacturing,
compounding, converting, producing, processing, preparing, testing, analyzing, packaging, repackaging, storing, containing, concealing, injecting, ingesting,
or inhaling of tobacco or any other lawful substance.

As added by P.L.1-1991, SEC.206.

IC 35-48-4-9 Repealed
(Repealed by Acts 1980, P.L.115, SEC.5.)
IC 35-48-4-10 Dealing in marijuana, hash oil, or hashish

Sec. 10. (a) A person who:
(1) knowingly or intentionally:
(A) manufactures;
(B) finances the manufacture of;
(C) delivers; or
(D) finances the delivery of;
marijuana, hash oil, or hashish, pure or adulterated; or
(2) possesses, with intent to:
(A) manufacture;
(B) finance the manufacture of;
(C) deliver; or
(D) finance the delivery of;
marijuana, hash oil, or hashish, pure or adulterated;
commits dealing in marijuana, hash oil, or hashish, a Class A misdemeanor, except as provided in subsection (b).
(b) The offense is:
(1) a Class D felony if:
(A) the recipient or intended recipient is under eighteen (18) years of age;
(B) the amount involved is more than thirty (30) grams but less than ten (10) pounds of marijuana or two (2) grams but less than three hundred (300)
grams of hash oil or hashish; or
(C) the person has a prior conviction of an offense involving marijuana, hash oil, or hashish; and
(2) a Class C felony if the amount involved is ten (10) pounds or more of marijuana or three hundred (300) or more grams of hash oil or hashish or the
person delivered or financed the delivery of marijuana, hash oil, or hashish:
(A) on a school bus; or
(B) in, on, or within one thousand (1,000) feet of:
(i) school property;
(ii) a public park;
(iii) a family housing complex; or
(iv) a youth program center.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.105; Acts 1979, P.L.303, SEC.11; Acts 1982, P.L.204, SEC.38; P.L.296-
1987, SEC.11; P.L.165-1990, SEC.12; P.L.296-1995, SEC.9; P.L.65-1996, SEC.17; P.L.17-2001, SEC.26.

IC 35-48-4-11 Possession of marijuana, hash oil, or hashish

Sec. 11. A person who:
(1) knowingly or intentionally possesses (pure or adulterated) marijuana, hash oil, or hashish;
(2) knowingly or intentionally grows or cultivates marijuana; or
(3) knowing that marijuana is growing on his premises, fails to destroy the marijuana plants;
commits possession of marijuana, hash oil, or hashish, a Class A misdemeanor. However, the offense is a Class D felony (i) if the amount involved is more
than thirty (30) grams of marijuana or two (2) grams of hash oil or hashish, or (ii) if the person has a prior conviction of an offense involving marijuana, hash
oil, or hashish.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.106; Acts 1979, P.L.303, SEC.12; P.L.138-1983, SEC.5.
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IC 35-48-4-12 Conditional discharge for possession as first offense

Sec. 12. If a person who has no prior conviction of an offense under this article or under a law of another jurisdiction relating to controlled substances
pleads guilty to possession of marijuana or hashish as a Class A misdemeanor, the court, without entering a judgment of conviction and with the consent of
the person, may defer further proceedings and place him in the custody of the court under such conditions as the court determines. Upon violation of a
condition of the custody, the court may enter a judgment of conviction. However, if the person fulfills the conditions of the custody, the court shall dismiss the
charges against him. There may be only one (1) dismissal under this section with respect to a person.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.107.

IC 35-48-4-13 Visiting or maintaining a common nuisance

Sec. 13. (a) A person who knowingly or intentionally visits a building, structure, vehicle, or other place that is used by any person to unlawfully use a
controlled substance commits visiting a common nuisance, a Class B misdemeanor.
(b) A person who knowingly or intentionally maintains a building, structure, vehicle, or other place that is used one (1) or more times:
(1) by persons to unlawfully use controlled substances; or
(2) for unlawfully:
A) manufacturing;
keeping;
offering for sale;
selling;
delivering; or
(F) financing the delivery of;
controlled substances, or items of drug paraphernalia as described in IC 35-48-4-8.5;
commits maintaining a common nuisance, a Class D felony.
As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.108; P.L.210-1986, SEC.4; P.L.165-1990, SEC.13; P.L.1-1991, SEC.207;
P.L.31-1998, SEC.11; P.L.17-2001, SEC.27.

(
(8)
©)
(D)
(E)

IC 35-48-4-13.3 Taking juvenile or endangered adult to location used for drug sale, manufacture, or possession

Sec. 13.3. A person who recklessly, knowingly, or intentionally takes a person less than eighteen (18) years of age or an endangered adult (as defined in

IC 12-10-3-2) into a building, structure, vehicle, or other place that is being used by any person to:

(1) unlawfully possess drugs or controlled substances; or

(2) unlawfully:
A) manufacture;
keep;
offer for sale;
sell;
deliver; or

(F) finance the delivery of;

drugs or controlled substances;
commits a Class A misdemeanor. However, the offense is a Class D felony if the person has a prior unrelated conviction under this section.
As added by P.L.225-2003, SEC.4.

(
(8)
©)
(D)
(E)

IC 35-48-4-14 Offenses relating to registration labeling and prescription forms

Sec. 14. (a) A person who:
(1) is subject to IC 35-48-3 and who recklessly, knowingly, or intentionally distributes or dispenses a controlled substance in violation of IC 35-48-3;
(2) is a registrant and who recklessly, knowingly, or intentionally:
(A) manufactures; or
(B) finances the manufacture of;
a controlled substance not authorized by his registration or distributes or dispenses a controlled substance not authorized by his registration to another
registrant or other authorized person;
(3) recklessly, knowingly, or intentionally fails to make, keep, or furnish a record, a notification, an order form, a statement, an invoice, or information
required under this article; or
(4) recklessly, knowingly, or intentionally refuses entry into any premises for an inspection authorized by this article;
commits a Class D felony.
(b) A person who knowingly or intentionally:
(1) distributes as a registrant a controlled substance classified in schedule | or II, except under an order form as required by IC 35-48-3;
(2) uses in the course of the:
(A) manufacture of;
(B) the financing of the manufacture of; or
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(C) distribution of;

a controlled substance a federal or state registration number that is fictitious, revoked, suspended, or issued to another person;

(3) furnishes false or fraudulent material information in, or omits any material information from, an application, report, or other document required to be
kept or filed under this article; or

(4) makes, distributes, or possesses a punch, die, plate, stone, or other thing designed to print, imprint, or reproduce the trademark, trade name, or
other identifying mark, imprint, or device of another or a likeness of any of the foregoing on a drug or container or labeling thereof so as to render the drug a
counterfeit substance;
commits a Class D felony.

(c) A person who knowingly or intentionally acquires possession of a controlled substance by misrepresentation, fraud, forgery, deception, subterfuge,
alteration of a prescription order, concealment of a material fact, or use of a false name or false address commits a Class D felony. However, the offense is a
Class C felony if the person has a prior conviction of an offense under this subsection.

(d) A person who knowingly or intentionally affixes any false or forged label to a package or receptacle containing a controlled substance commits a Class
D felony. However, the offense is a Class C felony if the person has a prior conviction of an offense under this subsection. This subsection does not apply to
law enforcement agencies or their representatives while engaged in enforcing IC 16-42-19 or this chapter (or IC 16-6-8 before its repeal).

(e) A person who duplicates, reproduces, or prints any prescription pads or forms without the prior written consent of a practitioner commits a Class D
felony. However, the offense is a Class C felony if the person has a prior conviction of an offense under this subsection. This subsection does not apply to
the printing of prescription pads or forms upon a written, signed order placed by a practitioner or pharmacist, by legitimate printing companies.

As added by Acts 1976, P.L.148, SEC.7. Amended by Acts 1977, P.L.340, SEC.109; P.L.131-1986, SEC.3; P.L.165-1990, SEC.14; P.L.2-1993, SEC.193.

IC 35-48-4-14.5 Possession or sale of drug precursors

Sec. 14.5. (a) As used in this section, "chemical reagents or precursors" refers to one (1) or more of the following:
(1) Ephedrine.

Pseudoephedrine.

Phenylpropanolamine.

The salts, isomers, and salts of isomers of a substance identified in subdivisions (1) through (3).

Anhydrous ammonia or ammonia solution (as defined in IC 22-11-20-1).

Organic solvents.

Hydrochloric acid.

Lithium metal.

Sodium metal.

) Ether.

) Sulfuric acid.

) Red phosphorous.

) lodine.

) Sodium hydroxide (lye).

) Potassium dichromate.

) Sodium dichromate.

) Potassium permanganate.

) Chromium trioxide.

) Benzyl cyanide.

) Phenylacetic acid and its esters or salts.

) Piperidine and its salts.

) Methylamine and its salts.

) Isosafrole.

) Safrole.

) Piperonal.

) Hydriodic acid.

) Benzaldehyde.

) Nitroethane.

) Gamma-butyrolactone.

) White phosphorus.

) Hypophosphorous acid and its salts.

) Acetic anhydride.

) Benzyl chloride.

) Ammonium nitrate.

) Ammonium sulfate.

) Hydrogen peroxide.

) Thionyl chloride.

) Ethyl acetate.

)
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9) Pseudoephedrine hydrochloride.
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(b) A person who possesses more than ten (10) grams of ephedrine, pseudoephedrine, or phenylpropanolamine, pure or adulterated, commits a Class D
felony. However, the offense is a Class C felony if the person possessed:
(1) a firearm while possessing more than ten (10) grams of ephedrine, pseudoephedrine, or phenylpropanolamine, pure or adulterated; or
(2) more than ten (10) grams of ephedrine, pseudoephedrine, or phenylpropanolamine, pure or adulterated, in, on, or within one thousand (1,000) feet
of:
(A) school property;
(B) a public park;
(C) a family housing complex; or
(D) a youth program center.

(c) A person who possesses anhydrous ammonia or ammonia solution (as defined in IC 22-11-20-1) with the intent to manufacture methamphetamine, a

schedule Il controlled substance under IC 35-48-2-6, commits a Class D felony. However, the offense is a Class C felony if the person possessed:
(1) a firearm while possessing anhydrous ammonia or ammonia solution (as defined in IC 22-11-20-1) with intent to manufacture methamphetamine, a
schedule Il controlled substance under IC 35-48-2-6; or
(2) anhydrous ammonia or ammonia solution (as defined in IC 22-11-20-1) with intent to manufacture methamphetamine, a schedule Il controlled
substance under IC 35-48-2-6 in, on, or within one thousand (1,000) feet of:
(A) school property;
(B) a public park;
(C) a family housing complex; or
(D) a youth program center.
(d) Subsection (b) does not apply to a:
(1) licensed health care provider, pharmacist, retail distributor, wholesaler, manufacturer, warehouseman, or common carrier or an agent of any of
these persons if the possession is in the regular course of lawful business activities; or
(2) person who possesses more than ten (10) grams of a substance described in subsection (b) if the substance is possessed under circumstances
consistent with typical medicinal or household use, including:
(A) the location in which the substance is stored;
(B) the possession of the substance in a variety of:
(i) strengths;
(ii) brands; or
(iii) types; or
(C) the possession of the substance:
(i) with different expiration dates; or
(ii) in forms used for different purposes.
(e) A person who possesses two (2) or more chemical reagents or precursors with the intent to manufacture:
(1) Methcathinone, a schedule | controlled substance under IC 35-48-2-4;
(2) Methamphetamine, a schedule I controlled substance under IC 35-48-2-6;
(3) Amphetamine, a schedule Il controlled substance under IC 35-48-2-6; or
(4) Phentermine, a schedule IV controlled substance under IC 35-48-2-10;
commits a Class D felony.
(f) An offense under subsection (e) is a Class C felony if the person possessed:
(1) a firearm while possessing two (2) or more chemical reagents or precursors with intent to manufacture methamphetamine, a schedule Il controlled
substance under IC 35-48-2-6; or
(2) two (2) or more chemical reagents or precursors with intent to manufacture methamphetamine, a schedule Il controlled substance under IC 35-48-2-
6 in, on, or within one thousand (1,000) feet of:
(A) school property;
(B) a public park;
(C) a family housing complex; or
(D) a youth program center.

(9) A person who sells, transfers, distributes, or furnishes a chemical reagent or precursor to another person with knowledge or the intent that the recipient
will use the chemical reagent or precursors to manufacture methamphetamine, methcathinone, amphetamine, or phentermine commits unlawful sale of a
precursor, a Class D felony.

As added by P.L.150-1999, SEC.2. Amended by P.L.17-2001, SEC.28. Amended by P.L. 192-2005, SEC.8.

IC 35-48-4-14.7 Sale and storage of drugs containing ephedrine or pseudoephedrine; application; convenience packages; age requirements;
identification; record keeping; suspicious orders and unusual thefts

Sec. 14.7. (a) This section does not apply to the following:

(1) Ephedrine or pseudoephedrine dispensed pursuant to a prescription.

(2) The sale of a drug containing ephedrine or pseudoephedrine to a licensed health care provider, pharmacist, retail distributor, wholesaler,
manufacturer, or an agent of any of these persons if the sale occurs in the regular course of lawful business activities. However, a retail distributor,
wholesaler, or manufacturer is required to report a suspicious order to the state police department in accordance with subsection (f).

(3) The sale of a drug containing ephedrine or pseudoephedrine by a person who does not sell exclusively to walk-in customers for the personal use of
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the walk-in customers. However, if the person described in this subdivision is a retail distributor, wholesaler, or manufacturer, the person is required to report
a suspicious order to the state police department in accordance with subsection (f).

(b) The following definitions apply throughout this section:

(1) "Constant video monitoring" means the surveillance by an automated camera that:

A) records at least one (1) photograph or digital image every ten (10) seconds;

B) retains a photograph or digital image for at least seventy-two (72) hours;

C) has sufficient resolution and magnification to permit the identification of a person in the area under surveillance; and
D) stores a recorded photograph or digital image at a location that is immediately accessible to a law enforcement officer.

(2) "Convenience package" means a package that contains a drug having as an active ingredient not more than one hundred twenty (120) milligrams of
ephedrine or pseudoephedrine, or both.

(3) "Ephedrine" means pure or adulterated ephedrine.

(4) "Pseudoephedrine” means pure or adulterated pseudoephedrine.

(5) "Suspicious order" means a sale or transfer of a drug containing ephedrine or pseudoephedrine if the sale or transfer:

(A) is a sale or transfer that the retail distributor, wholesaler, or manufacturer is required to report to the United States Drug Enforcement
Administration;

(B) appears suspicious to the retail distributor, wholesaler, or manufacturer in light of the recommendations contained in Appendix A of the report to
the United States attorney general by the suspicious orders task force under the federal Comprehensive Methamphetamine Control Act of 1996; or

(C) is for cash or a money order in a total amount of at least two hundred dollars ($200).

(6) "Unusual theft" means the theft or unexplained disappearance from a particular retail store of drugs containing ten (10) grams or more of ephedrine,
pseudoephedrine, or both in a twenty-four (24) hour period.

(c) This subsection does not apply to a convenience package. A person may sell a drug that contains the active ingredient of ephedrine,
pseudoephedrine, or both only if the person complies with the following conditions:

(1) The person does not sell the drug to a person less than eighteen (18) years of age.

(2) The person does not sell drugs containing more than three (3) grams of ephedrine or pseudoephedrine, or both in one (1) transaction.

(3) The person requires:

(A) the purchaser to produce a state or federal identification card;

(B) the purchaser to complete a paper or an electronic log in a format approved by the state police department with the purchaser's name, address,
and driver's license or other identification number; and

(C) the clerk who is conducting the transaction to initial or electronically record the clerk's identification on the log.

Records from the completion of a log must be retained for at least two (2) years, and may be inspected by a law enforcement officer in accordance with
state and federal law. A retailer who in good faith releases information maintained under this subsection is immune from civil liability unless the release
constitutes gross negligence or intentional, wanton, or willful misconduct. This subdivision expires June 30, 2012.

(4) The person stores the drug:

(A) behind a counter in an area inaccessible to a customer or in a locked display case that makes the drug unavailable to a customer without the
assistance of an employee; or
(B) directly in front of the pharmacy counter in the direct line of sight of an employee at the pharmacy counter, in an area under constant video
monitoring, if the drug is sold in a retail establishment that:
(i) is a pharmacy; or
(ii) contains a pharmacy that is open for business.

(d) A person may not purchase drugs containing more than three (3) grams of ephedrine, pseudoephedrine, or both in one (1) week.

(e) This subsection only applies to convenience packages. A person may not sell drugs containing more than one hundred twenty (120) milligrams of
ephedrine or pseudoephedrine, or both in any one (1) transaction if the drugs are sold in convenience packages. A person who sells convenience packages
must secure the convenience packages in at least one (1) of the following ways:

(1) The convenience package must be stored not more than thirty (30) feet away from a checkout station or counter and must be in the direct line of
sight of an employee at the checkout station or counter.

(2) The convenience package must be protected by a reliable anti-theft device that uses package tags and detection alarms designed to prevent theft.

(3) The convenience package must be stored in restricted access shelving that permits a purchaser to remove not more than one (1) package every
fifteen (15) seconds.

(4) The convenience package must be stored in an area that is under constant video monitoring, and a sign placed near the convenience package must
warn that the area is under constant video monitoring.

(f) A retail distributor, wholesaler, or manufacturer shall report a suspicious order to the state police department in writing.

(9) Not later than three (3) days after the discovery of an unusual theft at a particular retail store, the retailer shall report the unusual theft to the state
police department in writing. If three (3) unusual thefts occur in a thirty (30) day period at a particular retail store, the retailer shall, for at least one hundred
eighty (180) days after the date of the last unusual theft, locate all drugs containing ephedrine or pseudoephedrine at that particular retail store behind a
counter in an area inaccessible to a customer or in a locked display case that makes the drug unavailable to customers without the assistance of an
employee.

(h) A unit (as defined in IC 36-1-2-23) may not adopt an ordinance after February 1, 2005, that is more stringent than this section.

(i) A person who knowingly or intentionally violates this section commits a Class C misdemeanor. However, the offense is a Class A misdemeanor if the
person has a prior unrelated conviction under this section.

(j) Before June 30, 2007, the state police department shall submit a report to the legislative council detailing the effectiveness of this section in reducing
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the illicit production of methamphetamine. The report must describe the number of arrests or convictions that are attributable to the identification and logging
requirements contained in this section, and must include recommendations for future action. The report must be in an electronic format under IC 5-14-6.
Amended by P.L. 192-2005, SEC92.

IC 35-48-4-15 Driver's license and motor vehicle registration; suspension

Sec. 15. (a) If a person is convicted of an offense under section 1, 2, 3, 4, 5, 6, 7, 10, or 11 of this chapter, or conspiracy to commit an offense under

section 1, 2, 3,4, 5,6, 7, 10, or 11 of this chapter, the court shall, in addition to any other order the court enters, order that the person's:
(1) operator's license be suspended;
(2) existing motor vehicle registrations be suspended; and
(3) ability to register motor vehicles be suspended;

by the bureau of motor vehicles for a period specified by the court of at least six (6) months but not more than two (2) years.

(b) If a person is convicted of an offense described in subsection (a) and the person does not hold an operator's license or a learner's permit, the court
shall order that the person may not receive an operator's license or a learner's permit from the bureau of motor vehicles for a period of not less than six (6)
months.

As added by P.L.67-1990, SEC.13. Amended by P.L.107-1991, SEC.3; P.L.129-1993, SEC.2; P.L.64-1994, SEC.6.

IC 35-48-4-16 Defenses to charge of selling narcotics near school or family housing

Sec. 16. (a) For an offense under this chapter that requires proof of:
(1) delivery of cocaine, a narcotic drug, methamphetamine, or a controlled substance;
(2) financing the delivery of cocaine, a narcotic drug, methamphetamine, or a controlled substance; or
(3) possession of cocaine, narcotic drug, methamphetamine, or controlled substance;
within one thousand (1,000) feet of school property, a public park, a family housing complex, or a youth program center, the person charged may assert the
defense in subsection (b) or (c).

(b) Itis a defense for a person charged under this chapter with an offense that contains an element listed in subsection (a) that:

(1) a person was briefly in, on, or within one thousand (1,000) feet of school property, a public park, a family housing complex, or a youth program
center; and

(2) no person under eighteen (18) years of age at least three (3) years junior to the person was in, on, or within one thousand (1,000) feet of the school
property, public park, family housing complex, or youth program center at the time of the offense.

(c) Itis a defense for a person charged under this chapter with an offense that contains an element listed in subsection (a) that a person was in, on, or
within one thousand (1,000) feet of school property, a public park, a family housing complex, or a youth program center at the request or suggestion of a law
enforcement officer or an agent of a law enforcement officer.

(d) The defense under this section applies only to the element of the offense that requires proof that the delivery, financing of the delivery, or possession
of cocaine, a narcotic drug, methamphetamine, or a controlled substance occurred in, on, or within one thousand (1,000) feet of school property, a public
park, a family housing complex, or a youth program center.

As added by P.L.17-2001, SEC.29.

IC 35-48-4-17 Restitution for environmental cleanup

Sec. 17. (a) In addition to any other penalty imposed for conviction of an offense under this chapter involving the manufacture or intent to manufacture
methamphetamine, a court shall order restitution under IC 35-50-5-3 to cover the costs, if necessary, of an environmental cleanup incurred by a law
enforcement agency or other person as a result of the offense.

(b) The amount collected under subsection (a) shall be used to reimburse the law enforcement agency that assumed the costs associated with the
environmental cleanup described in subsection (a).

As added by P.L.225-2003, SEC.6.

IC 35-48-5 Repealed
(Repealed by P.L.202-1989, SEC.6.)

IC 35-48-6 Repealed
(Repealed by P.L.2-1995, SEC.140.)

IC 35-48-7
Chapter 7. Central Repository for Controlled Substances Data

IC 35-48-7-1 “Advisory committee” defined

Sec. 1. As used in this chapter, "advisory committee” refers to the controlled substances advisory committee established by IC 35-48-2-1.
As added by P.L.163-1994, SEC.5.
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IC 35-48-7-2 Repealed
(Repealed by P.L.65-2006, SEC.18.)
IC 35-48-7-2.9 “Dispense” defined

[EFFECTIVE JANUARY 1, 2009]
Sec. 2.9. (a) As used in this chapter, "dispense" has the meaning set forth in IC 35-48-1-12.
(b) The term does not apply to the following:
(1) A drug administered directly to a patient.
(2) A drug dispensed by a practitioner, if the quantity dispensed is not more than a seventy-two (72) hour supply of a controlled substance listed in
schedule Il, Ill, 1V, or V as set forth in IC 35-48-3-9.

IC 35-48-7-3 “Dispenser” defined

[REPEALED EFFECTIVE JANUARY 1, 2009]
Sec. 3. As used in this chapter, "dispenser" has the meaning set forth in IC 35-48-1-13. However, the term does not include the following:
(1) A Type Il pharmacy (as defined in IC 25-26-13-17) operated by a hospital licensed under IC 16-21.
(2) A nurse registered or licensed under IC 25-23 or a medication aide who administers a controlled substance at the direction of a physician licensed
under IC 25-22.5.
(3) A person who administers or dispenses a controlled substance ordered for a bona fide patient in a facility licensed under IC 16-28.
(4) A pharmacy licensed under IC 25-26-13 when it dispenses prescriptions ordered for bona fide enrolled patients in facilities licensed under IC 16-28.
(5) A practitioner who dispenses not more than a forty-eight (48) hour supply of a controlled substance listed in either schedule II, IlI, or IV as set forth
in IC 35-48-3-9.
As added by P.L.163-1994, SEC.5.

IC 35-48-7-4 “Exception report” defined

Sec. 4. As used in this chapter, "exception report" means a record of data concerning:
(1) a practitioner practicing a particular specialty or field of health care;
(2) a dispenser doing business in a particular location; or
(3) a recipient;
that indicates dispensing or receiving of controlled substances outside norms for dispensing or receiving controlled substances established by the advisory
committee under this chapter.
As added by P.L.163-1994, SEC.5.

IC 35-48-7-5 “Identification number” defined
Sec. 5. As used in this chapter, "identification number" refers to the following:
(1) The unique number contained on any of the following:
(A) A valid driver's license of a recipient or a recipient's representative issued under Indiana law or the law of any other state.
(B) A recipient's or a recipient representative's valid military identification card.
(C) A valid identification card of a recipient or a recipient's representative issued by:
(i) the bureau of motor vehicles and as described in IC 9-24-16-3; or
(i) any other state and that is similar to the identification card issued by the bureau of motor vehicles.
(D) If the recipient is an animal:
(i) the valid driver's license issued under Indiana law or the law of any other state;
(ii) the valid military identification card; or
(iii) the valid identification card issued by the bureau of motor vehicles and described in IC 9-24-16-3 or a valid identification card of similar
description that is issued by any other state;
of the animal's owner.
(2) The identification number or phrase designated by the central repository.
Amended by P.L. 204-2005, SEC.22.

IC 35-48-7-5.2 “INSPECT” defined

Sec. 5.2. As used in this chapter, "INSPECT" means the Indiana scheduled prescription electronic collection and tracking program established by IC 25-1-
13-4.

IC 35-48-7-5.4 “Interoperability” defined
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Sec. 5.4. As used in this chapter, "interoperability" refers to the INSPECT program electronically sharing reported information with another state
concerning the dispensing of a controlled substance:
(1) to a recipient who resides in the other state; or
(2) prescribed by a practitioner whose principal place of business is located in another state.

IC 35-48-7-5.6 “Patient” defined

Sec. 5.6. As used in this chapter, "patient" means an individual who has requested or received health care services from a provider for the examination,
treatment, diagnosis, or prevention of a physical or mental condition.

IC 35-48-7-5.8 “Practitioner” defined

Sec. 5.8. As used in this chapter, "practitioner" means a physician, dentist, veterinarian, podiatrist, nurse practitioner, scientific investigator, pharmacist,
hospital, or other institution or individual licensed, registered, or otherwise permitted to distribute, dispense, conduct research with respect to, or administer a
controlled substance in the course of professional practice or research in the United States.

IC 35-48-7-6 “Recipient” defined

Sec. 6. As used in this chapter, "recipient” means an individual for whom a controlled substance is dispensed.
As added by P.L.163-1994, SEC.5.

IC 35-48-7-7 “Recipient representative” defined

Sec. 7. As used in this chapter, "recipient representative” means the individual to whom a controlled substance is dispensed if the recipient is either less
than eighteen (18) years of age or unavailable to receive the controlled substance.
As added by P.L.163-1994, SEC.5.

IC 35-48-7-7.5 “State”defined
Sec. 7.5. As used in this chapter, "state" means any state of the United States or the District of Columbia.
IC 35-48-7-8 Controlled substance prescription monitoring program; information; prescription forms

Sec. 8. (a) The advisory committee shall provide for a controlled substance prescription monitoring program that includes the following components:

(1) Each time a controlled substance designated by the advisory committee under IC 35-48-2-5 through IC 35-48-2-10 is dispensed, the dispenser shall

transmit to the central repository the following information:
(A) The recipient's name.

) The recipient's or the recipient representative's identification number or the identification number or phrase designated by the central repository.
C) The recipient's date of birth.
D) The national drug code number of the controlled substance dispensed.
E) The date the controlled substance is dispensed.
F) The quantity of the controlled substance dispensed.
G) The number of days of supply dispensed.
H) The dispenser's United States Drug Enforcement Agency registration number.
) The prescriber's United States Drug Enforcement Agency registration number.

) An indication as to whether the prescription was transmitted to the pharmacist orally or in writing.

(2) The information required to be transmitted under this section must be transmitted not more than fifteen (15) days after the date on which a
controlled substance is dispensed.

(3) A dispenser shall transmit the information required under this section by:

(A) an electronic device compatible with the receiving device of the central repository;
(B) a computer diskette;

(C) a magnetic tape; or

(D) a pharmacy universal claim form;

that meets specifications prescribed by the advisory committee.

(4) The advisory committee may require that prescriptions for controlled substances be written on a one (1) part form that cannot be duplicated.
However, the advisory committee may not apply such a requirement to prescriptions filled at a pharmacy with a Type Il permit (as described in IC 25-26-13-
17) and operated by a hospital licensed under IC 16-21, or prescriptions ordered for and dispensed to bona fide enrolled patients in facilities licensed under
IC 16-28. The committee may not require multiple copy prescription forms and serially numbered prescription forms for any prescriptions written. The
committee may not require different prescription forms for any individual drug or group of drugs. Prescription forms required under this subdivision must be
jointly approved by the committee and by the Indiana board of pharmacy established by IC 25-26-13-3.

(5) The costs of the program.
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(b) This section expires July 1, 2007.
IC 35-48-7-8.1 Controlled substance prescription monitoring program; information; prescription forms

Sec. 8.1. (a) This section applies after June 30, 2007.
(b) The advisory committee shall provide for a controlled substance prescription monitoring program that includes the following components:

(1) Each time a controlled substance designated by the advisory committee under IC 35-48-2-5 through IC 35-48-2-10 is dispensed, the dispenser shall
transmit to the INSPECT program the following information:

(A) The controlled substance recipient's name.
(B) The controlled substance recipient's or the recipient representative's identification number or the identification number or phrase designated by
the INSPECT program.
(C) The controlled substance recipient's date of birth.
D) The national drug code number of the controlled substance dispensed.
E) The date the controlled substance is dispensed.
F) The quantity of the controlled substance dispensed.
G) The number of days of supply dispensed.
H) The dispenser's United States Drug Enforcement Agency registration number.
1) The prescriber's United States Drug Enforcement Agency registration number.
J) An indication as to whether the prescription was transmitted to the pharmacist orally or in writing.
K) Other data required by the advisory committee.

(2) The information required to be transmitted under this section must be transmitted not more than seven (7) days after the date on which a controlled
substance is dispensed.

(3) A dispenser shall transmit the information required under this section by:

(A) uploading to the INSPECT web site;
(B) a computer diskette; or
(C) a CD-ROM disk;

that meets specifications prescribed by the advisory committee.

(4) The advisory committee may require that prescriptions for controlled substances be written on a one (1) part form that cannot be duplicated.
However, the advisory committee may not apply such a requirement to prescriptions filled at a pharmacy with a Type Il permit (as described in IC 25-26-13-
17) and operated by a hospital licensed under IC 16-21, or prescriptions ordered for and dispensed to bona fide enrolled patients in facilities licensed under
IC 16-28. The committee may not require multiple copy prescription forms and serially numbered prescription forms for any prescriptions written. The
advisory committee may not require different prescription forms for any individual drug or group of drugs. Prescription forms required under this subdivision
must be jointly approved by the committee and by the Indiana board of pharmacy established by IC 25-26-13-3.

(5) The costs of the program.

e~~~ o~ —~

IC 35-48-7-9 Repealed
(Repealed by P.L.65-2006, SEC.18.)
IC 35-48-7-10 Central repository; designation; powers and duties

Sec. 10. (a) The advisory committee, shall designate a central repository for the collection of information transmitted under section 8 of this chapter.
(b) The central repository shall do the following:
(1) Create a data base for information required to be transmitted under section 8 of this chapter in the form required under rules adopted by the advisory
committee, including search capability for the following:
(A) A recipient's name.
B) A recipient's or recipient representative's identification number.
) A recipient's date of birth.
) The national drug code number of a controlled substance dispensed.
) The dates a controlled substance is dispensed.
) The quantities of a controlled substance dispensed.
) The number of days of supply dispensed.
) A dispenser's United States Drug Enforcement Agency registration number.
1) A prescriber's United States Drug Enforcement Agency registration number.
J) Whether a prescription was transmitted to the pharmacist orally or in writing.
(2) Provide advisory committee with continuing twenty-four (24) hour a day on-line access to the data base maintained by the central repository.
(3) Secure the information collected by the central repository and the data base maintained by the central repository against access by unauthorized
persons.
(4) If the relationship between the advisory committee and the central repository is terminated by statute, provide to the state police department and the
advisory committee, within a reasonable time, all collected information and the data base maintained by the central repository.
(c) The advisory committee, may execute a contract with a vendor designated by the advisory committee as the central repository under this section, or
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the advisory committee may act as the central repository under this chapter.
(d) The central repository may gather prescription data from the Medicaid retrospective drug utilization review program (DUR) established by IC 12-15-35.
(e) The advisory committee may accept and designate grants, public and private financial assistance, and licensure fees to provide funding for the central
repository.
(f) This section expires July 1, 2007.

IC 35-48-7-10.1 INSPECT program; designation; powers and duties; funding

Sec. 10.1. (a) This section applies after June 30, 2007.
(b) The INSPECT program must do the following:
(1) Create a data base for information required to be transmitted under section 8.1 of this chapter in the form required under rules adopted by the
advisory committee, including search capability for the following:
A) A controlled substance recipient's name.
B) A controlled substance recipient's or recipient representative's identification number.
C) A controlled substance recipient's date of birth.
D) The national drug code number of a controlled substance dispensed.
E) The dates a controlled substance is dispensed.
F) The quantities of a controlled substance dispensed.
G) The number of days of supply dispensed.
H) A dispenser's United States Drug Enforcement Agency registration number.
1) A prescriber's United States Drug Enforcement Agency registration number.
J) Whether a prescription was transmitted to the pharmacist orally or in writing.
(2) Provide the advisory committee with continuing twenty-four (24) hour a day online access to the data base.
(3) Secure the information collected and the data base maintained against access by unauthorized persons.
(c) The advisory committee may execute a contract with a vendor designated by the advisory committee to perform any function associated with the
administration of the INSPECT program.
(d) The INSPECT program may gather prescription data from the Medicaid retrospective drug utilization review (DUR) program established under IC 12-
15-35.
(e) The advisory committee may accept and designate grants, public and private financial assistance, and licensure fees to provide funding for the
INSPECT program.
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IC 35-48-7-11 Confidentiality

Sec. 11. (a) Information received by the central repository under section 8 of this chapter is confidential.
(b) The advisory committee shall carry out a program to protect the confidentiality of the information described in subsection (a). The advisory committee
may disclose the information to another person only under subsection (c), (d), or (f).
(c) The advisory committee may disclose confidential information described in subsection (a) to any person who is engaged in receiving, processing, or
storing the information.
(d) The advisory committee may release confidential information described in subsection (a) to the following persons:
(1) A member of the board, the committee, or another governing body that licenses practitioners and is engaged in an investigation, an adjudication, or
a prosecution of a violation under any state or federal law that involves a controlled substance.
(2) An investigator for the consumer protection division of the office of the attorney general, a prosecuting attorney, the attorney general, a deputy
attorney general, or an investigator from the office of the attorney general, who is engaged in:
(A) an investigation;
(B) an adjudication; or
(C) a prosecution;
of a violation under any state or federal law that involves a controlled substance.
(3) A law enforcement officer who is:
(A) authorized by the state police department to receive information of the type requested;
(B) approved by the advisory committee to receive information of the type requested; and
(C) engaged in the investigation or prosecution of a violation under any state or federal law that involves a controlled substance.
(e) Before the advisory committee releases confidential information under subsection (d), the applicant must demonstrate to the advisory committee that:
(1) the applicant has reason to believe that a violation under any state or federal law that involves a controlled substance has occurred; and
(2) the requested information is reasonably related to the investigation, adjudication, or prosecution of the violation described in subdivision (1).
(f) The advisory committee may release to:
(1) a member of the board, the advisory committee, or another governing body that licenses practitioners;
(2) an investigator for the consumer protection division of the office of the attorney general, a prosecuting attorney, the attorney general, a deputy
attorney general, or an investigator from the office of the attorney general; or
(3) a law enforcement officer who is:
(A) authorized by the state police department to receive the type of information released; and
(B) approved by the advisory committee to receive the type of information released;
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confidential information generated from computer records that identifies practitioners who are prescribing or dispensing large quantities of a controlled
substance.

(9) The information described in subsection (f) may not be released until it has been reviewed by a member of the advisory committee who is licensed in
the same profession as the prescribing or dispensing practitioner identified by the data and until that member has certified that further investigation is
warranted. However, failure to comply with this subsection does not invalidate the use of any evidence that is otherwise admissible in a proceeding
described in subsection (h).

(h) An investigator or a law enforcement officer receiving confidential information under subsection (c), (d), or (f) may disclose the information to a law
enforcement officer or an attorney for the office of the attorney general for use as evidence in the following:

(1) A proceeding under IC 16-42-20.
(2) A proceeding under any state or federal law that involves a controlled substance.
(3) A criminal proceeding or a proceeding in juvenile court that involves a controlled substance.

(i) The advisory committee may compile statistical reports from the information described in subsection (a). The reports must not include information that
identifies any practitioner, ultimate user, or other person administering a controlled substance. Statistical reports compiled under this subsection are public
records.

(j) This section expires July 1, 2007.

IC 35-48-7-11.1 Confidentiality

Sec. 11.1. (a) This section applies after June 30, 2007.
(b) Information received by the INSPECT program under section 8.1 of this chapter is confidential.
(c) The advisory committee shall carry out a program to protect the confidentiality of the information described in subsection (b). The advisory committee
may disclose the information to another person only under subsection (d), (e), or (h).
(d) The advisory committee may disclose confidential information described in subsection (b) to any person who is authorized to engage in receiving,
processing, or storing the information.
(e) Except as provided in subsections (f) and (g), the advisory committee may release confidential information described in subsection (b) to the following
persons:
(1) A member of the board, the advisory committee, or another governing body that licenses practitioners and is engaged in an investigation, an
adjudication, or a prosecution of a violation under any state or federal law that involves a controlled substance.
(2) An investigator for the consumer protection division of the office of the attorney general, a prosecuting attorney, the attorney general, a deputy
attorney general, or an investigator from the office of the attorney general, who is engaged in:
(A) an investigation;
(B) an adjudication; or
(C) a prosecution;
of a violation under any state or federal law that involves a controlled substance.
(3) A law enforcement officer who is an employee of:
(A) alocal, state, or federal law enforcement agency; or
(B) an entity that regulates controlled substances or enforces controlled substances rules or laws in another state;
that is certified to receive information from the INSPECT program.
(4) A practitioner or practitioner's agent certified to receive information from the INSPECT program.
(5) A controlled substance monitoring program in another state with which Indiana has established an interoperability agreement.
(f) Information provided to an individual under:
(1) subsection (e)(3) is limited to information:
(A) concerning an individual or proceeding involving the unlawful diversion or misuse of a schedule II, Ill, IV, or V controlled substance; and
(B) that will assist in an investigation or proceeding; and
(2) subsection (e)(4) may be released only for the purpose of:
(A) providing medical or pharmaceutical treatment; or
(B) evaluating the need for providing medical or pharmaceutical treatment to a patient.
(9) Before the advisory committee releases confidential information under subsection (e), the applicant must be approved by the INSPECT programin a
manner prescribed by the advisory committee.
(h) The advisory committee may release to:
(1) a member of the board, the advisory committee, or another governing body that licenses practitioners;
(2) an investigator for the consumer protection division of the office of the attorney general, a prosecuting attorney, the attorney general, a deputy
attorney general, or an investigator from the office of the attorney general; or
(3) a law enforcement officer who is:
(A) authorized by the state police department to receive the type of information released; and
(B) approved by the advisory committee to receive the type of information released;
confidential information generated from computer records that identifies practitioners who are prescribing or dispensing large quantities of a controlled
substance.
(i) The information described in subsection (h) may not be released until it has been reviewed by:
(1) a member of the advisory committee who is licensed in the same profession as the prescribing or dispensing practitioner identified by the data; or
(2) the advisory committee's designee;
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and until that member or the designee has certified that further investigation is warranted. However, failure to comply with this subsection does not invalidate
the use of any evidence that is otherwise admissible in a proceeding described in subsection (j).

() An investigator or a law enforcement officer receiving confidential information under subsection (d), (e), or (h) may disclose the information to a law

enforcement officer or an attorney for the office of the attorney general for use as evidence in the following:
(1) A proceeding under IC 16-42-20.
(2) A proceeding under any state or federal law that involves a controlled substance.
(3) A criminal proceeding or a proceeding in juvenile court that involves a controlled substance.

(k) The advisory committee may compile statistical reports from the information described in subsection (b). The reports must not include information that
identifies any practitioner, ultimate user, or other person administering a controlled substance. Statistical reports compiled under this subsection are public
records.

(I) This section may not be construed to require a practitioner to obtain information about a patient from the data base.

(m) A practitioner is immune from civil liability for an injury, death, or loss to a person solely due to a practitioner seeking or not seeking information from
the INSPECT program. The civil immunity described in this subsection does not extend to a practitioner if the practitioner receives information directly from
the INSPECT program and then negligently misuses this information. This subsection does not apply to an act or omission that is a result of gross
negligence or intentional misconduct.

(n) The advisory committee may review the records of the INSPECT program. If the advisory committee determines that a violation of the law may have
occurred, the advisory committee shall notify the appropriate law enforcement agency or the relevant government body responsible for the licensure,
regulation, or discipline of practitioners authorized by law to prescribe controlled substances.

IC 35-48-7-12 Rules to implement chapter

Sec. 12. (a) The advisory committee shall adopt rules under IC 4-22-2 to implement this chapter, including the following:

(1) Information collection and retrieval procedures for the central repository, including the controlled substances to be included in the program required
under section 8 of this chapter.

(2) Design for the creation of the data base required under section 10 of this chapter.

(3) Requirements for the development and installation of on-line electronic access by the advisory committee to information collected by the central
repository.

(4) Identification of emergency situations or other circumstances in which a practitioner may prescribe, dispense, and administer a prescription drug
specified in section 8 of this chapter without a written prescription or on a form other than a form specified in section 8(a)(4) of this chapter.

(b) This section expires July 1, 2007.

IC 35-48-7-12.1 Rules to implement chapter

Sec. 12.1. (a) This section applies after June 30, 2007.
(b) The advisory committee shall adopt rules under IC 4-22-2 to implement this chapter, including the following:
(1) Information collection and retrieval procedures for the INSPECT program, including the controlled substances to be included in the program required
under section 8.1 of this chapter.
(2) Design for the creation of the data base required under section 10.1 of this chapter.
(3) Requirements for the development and installation of online electronic access by the advisory committee to information collected by the INSPECT
program.
(4) Identification of emergency situations or other circumstances in which a practitioner may prescribe, dispense, and administer a prescription drug
specified in section 8.1 of this chapter without a written prescription or on a form other than a form specified in section 8.1(b)(4) of this chapter.
(c) The advisory committee may:
(1) Set standards for education courses for individuals authorized to use the INSPECT program.
(2) Identify treatment programs for individuals addicted to controlled substances monitored by the INSPECT program.
(3) Work with impaired practitioner associations to provide intervention and treatment.

IC 35-48-7-13 Controlled substances data fund; establishment

Sec. 13. (a) The controlled substances data fund is established to fund the operation of the central repository. The fund shall be administered by the
Indiana professional licensing agency.

(b) Expenses of administering the fund shall be paid from money in the fund. The fund consists of grants, public and private financial assistance, and
sixteen percent (16%) of the controlled substances registration fees imposed under IC 35-48-3-1.

(c) The treasurer of state shall invest the money in the fund not currently needed to meet the obligations of the fund in the same manner as other public
money may be invested.

(d) Money in the fund at the end of a state fiscal year does not revert to the state general fund.

(e) This section expires July 1, 2007.

IC 35-48-7-13.1 Controlled substances data fund; establishment

"7



Sec. 13.1. (a) This section applies after June 30, 2007.

(b) The controlled substances data fund is established to fund the operation of the INSPECT program. The fund shall be administered by the Indiana
professional licensing agency.

(c) Expenses of administering the fund shall be paid from money in the fund. The fund consists of grants, public and private financial assistance, and
sixteen percent (16%) of the controlled substances registration fees imposed under rules adopted under IC 35-48-3-1.

(d) The treasurer of state shall invest the money in the fund not currently needed to meet the obligations of the fund in the same manner as other public
money may be invested.

(e) Money in the fund at the end of a state fiscal year does not revert to the state general fund.

IC 35-48-7-14 Violations of chapter; misdemeanor offense

Sec. 14. A person who knowingly or intentionally violates this chapter commits a Class A misdemeanor.
As added by P.L.163-1994, SEC.5.

IC 35-48-7-15 Repealed

(Repealed by P.L.214-2001, SEC.1.)
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IC 25-1-13
Chapter 13. Indiana Scheduled Prescription Electronic Collection and Tracking Program

IC 25-1-13-1 Effective date

Sec. 1. This chapter applies after June 30, 2007.
As added by P.L.65-2006, SEC.1.

IC 25-1-13-2 "Agency"

Sec. 2. As used in this chapter, "agency" refers to the Indiana professional licensing agency established by IC 25-1-5-3.
As added by P.L.65-2006, SEC.1.

IC 25-1-13-3 "INSPECT"

Sec. 3. As used in this chapter, "INSPECT" refers to the Indiana scheduled prescription electronic collection and tracking program established by section
4 of this chapter.
As added by P.L.65-2006, SEC.1.

IC 25-1-13-4 Establishment of the Indiana scheduled prescription electronic collection and tracking program

Sec. 4. The Indiana scheduled prescription electronic collection and tracking program is established within the agency.
As added by P.L.65-2006, SEC.1.

IC 25-1-13-5 Agency functions, duties, and responsibilities

Sec. 5. The agency shall perform all administrative functions, duties, and responsibilities for the INSPECT program.
As added by P.L.65-2006, SEC.1.

IC 25-1-13-6 INSPECT program duties
Sec. 6. The INSPECT program shall collect and process information received under IC 35-48-7-8.1 and has duties described in IC 35-48-7-10.1 and

IC 35-48-7-11.1.
As added by P.L.65-2006, SEC.1.
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ARTICLE 2. CONTROLLED SUBSTANCE MONITORING
Rule 1. Electronic Prescription Monitoring Program

858 IAC 2-1-1 Definitions
Authority: IC 35-48-7-12
Affected: IC 35-48-2; IC 35-48-7-3

Sec. 1. (a) As used in this article, “department” refers to the Indiana state police department.
(b) As used in this article, “dispense” means the actual or constructive transfer from one (1) person to another whether or not there is an agency
relationship.
(c) As used in this article, “dispenser” has the meaning set forth in IC 35-48-7-3.
(d) As used in this article, “Schedule Il controlled substance” means a controlled substance classified in Schedule II:
(1) under IC 35-48-2-6; or
(2) by rule adopted under IC 35-48-2-14.
(e) As used in this article, “Schedule Il controlled substance” means a controlled substance classified in Schedule Il
(1) under IC 35-48-2-8; or
(2) by rule adopted under IC 35-48-2-14.
(f) As used in this article, “Schedule IV controlled substance” means a controlled substance classified in Schedule IV:
(1) under IC 35-48-2-10; or
(2) by rule adopted under IC 35-48-2-14.
(9) As used in this article, “Schedule V controlled substance” means a controlled substance classified in Schedule V:
(1) under IC 35-48-2-12; or
(2) by rule adopted under IC 35-48-2-14.
(h) As used in this article, “universal claim form” means a nationally recognized standard form developed by the National Council for Prescription Drug
Programs used for billing drug claims to insurance plans. (Controlled Substances Advisory Committee; 858 IAC 2-1-1; filed Oct 6, 1994, 1:30 p.m.: 18 IR
266; filed Jan 27, 2000, 7:49 a.m.: 23 IR 1383; readopted filed Nov 30, 2001, 2:47 p.m.: 25 IR 1344; filed Apr 16, 2004, 10:07 a.m.: 27 IR 2731)

858 IAC 2-1-2 Applicability
Authority: IC 35-48-7-12
Affected: IC 35-48-7-8

Sec. 2. This article shall apply to Schedule II, IlI, IV, and V controlled substances and shall not apply to any other drug. (Controlled Substances Advisory
Committee; 858 IAC 2-1-2; filed Oct 6, 1994, 1:30 p.m.: 18 IR 267; readopted filed Nov 30, 2001, 2:47 p.m.: 25 IR 1344; filed Apr 16, 2004, 10:07 a.m.: 27
IR 2731)

858 IAC 2-1-3 Prescription monitoring program
Authority: IC 35-48-7-12
Affected: IC 35-48-7-8

Sec. 3. (a) Each time a Schedule II, Ill, IV, or V controlled substance is dispensed, the dispenser shall transmit to the central repository information
outlined in IC 35-48-7-8.
(b) Dispensers reporting more than twenty (20) Schedule I, lll, IV, or V prescriptions in any given month must transmit to the central repository

information outlined in IC 35-48-7-8 utilizing one (1) of the following:
(1) An electronic device compatible with the receiving device of the central repository.
(2) A computer diskette.
(3) A magnetic tape.

(c) Dispensers reporting less than twenty (20) Schedule 11, lll, IV, or V prescriptions in any given month may submit data utilizing a universal claim form or
transmit the information utilizing the ways outlined in subsection (b).

(d) The committee may grant a waiver to a dispenser which is unable to transmit the required data in accordance with subsection (b) for a period of one
hundred eighty (180) days from the effective date of this rule which one hundred eighty (180) day period may be extended by the committee at its discretion.
During the effective period of the waiver and any extension granted by the committee, the dispenser shall submit the required data in a format acceptable to
the committee. (Controlled Substances Advisory Committee; 858 IAC 2-1-3; filed Oct 6, 1994, 1:30 p.m.: 18 IR 267, readopted filed Nov 30, 2001, 2:47 p.m.:
25 IR 1344; filed Apr 16, 2004, 10:07 a.m.: 27 IR 2731)

858 IAC 2-1-4 Application for payment of pharmacy costs
Authority: IC 35-48-7-12
Affected: IC 35-48-7-9

Sec. 4. (a) Before the department will pay for the purchase of hardware to comply with the program, an applicant must file an application provided by the
department and provide the following information:
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) The dispenser's name, address, and Indiana license number.

) A detailed description of the dispenser’s current computer hardware, including the name and manufacturer of all components.

) A detailed description of the hardware the dispenser intends to purchase and two (2) price quotes from computer hardware vendors.
) The reason why the dispenser believes the computer hardware will be necessary to comply with the program.

) The number of Schedule II, IlI, IV, and V prescriptions the pharmacy dispenses in any given month.

(b) Upon receipt of an application requesting that the department pay for computer hardware, the committee shall evaluate the dispenser’s current
technology in determining whether the dispenser would be required to purchase new computer hardware. The committee shall take into account the ability of
the dispenser to utilize any one (1) of the methods outlined in section 3 of this rule.

(c) The central repository shall provide grants to software vendors to update software in order for dispensers to comply with the program as outlined in
contract form.

(d) The department and the central repository shall pay for telephone access charges, line charges, and switch charges for transmission of data by
dispensers to the central repository. (Controlled Substances Advisory Committee; 858 IAC 2-1-4; filed Oct 6, 1994, 1:30 p.m.: 18 IR 267; filed Jan 27, 2000,
7:49 a.m.: 23 IR 1384; readopted filed Nov 30, 2001, 2:47 p.m.: 25 IR 1344; filed Apr 16, 2004, 10:07 a.m.: 27 IR 2732)

(1
(2
@
(4
6
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ARTICLE 2. CONTROLLED SUBSTANCES
Rule 1. Definitions

856 IAC 2-1-1 Definitions
Authority: IC 35-48-3-1
Affected: IC 4-21.5; IC 35-48-2-1

Sec. 1. Definitions. As used herein, the following terms shall have the meanings specified:
(@) The term “Act” means the Indiana Uniform Controlled Substances Act of 1973. IC 1971, 35-24.1 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48.] as amended.
(b) The term “basic class” means, as to controlled substances listed in Schedules I and Il [856 IAC 2-2-2 and 856 IAC 2-2-3].
(1) Each of the opiates, including its isomers, esters, ethers, salts, and salts of isomers, esters, and ethers whenever the existence of such isomers,
esters, ethers, and salts is possible within the specific chemical designation, listed in Section 2.11(b) [856 IAC 2-2-2(b)] of this chapter;
(2) Each of the opium derivatives, including its salts, isomers, and salts of isomers whenever the existence of such salts, isomers, and salts of isomers
is possible within the specific chemical designation, listed in Section 2.11(c) [856 IAC 2-2-2(c)] of this part;
(3) Each of the hallucinogenic substances, including its salts, isomers, and salts of isomers whenever the existence of such salts, isomers, and salts of
isomers is possible within the specific chemical designation, listed in Section 2.11(d) [856 IAC 2-2-2(d)] of this part;
(4) Each of the following substances whether produced directly or indirectly by extraction from substances of vegetable origin, or independently by
means of chemical synthesis, or by a combination of extraction and chemical synthesis:
(i) Opium, including raw opium, opium extracts, opium fluid extracts, powdered opium, granulated opium, deodorized opium and tincture of opium;
ii) Apomorphine;
iii) Codeine;
iv) Ethylmorphine;
v) Hydrocodone;
vi) Hydromorphone;
vii) Metopon;

(
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(
(
(
(viii) Morphine;
(
(
(
(
(
(

=

ix) Oxycodone;
X) Oxymorphone;
xi) Thebaine;
Xii) Mixed alkaloids of opium listed in Section 2.12(b)(2) [856 IAC 2-2-3(b)(2)] of this part;
xiii) Cocaine; and
xiv) Ecgonine;
(5) Each of the opiates, including its isomers, esters, ethers, salts, and salts of isomers, esters, and ethers whenever the existence of such isomers,
esters, ethers and salts is possible within the specific chemical designation, listed in Section 2.12(c) [856 IAC 2-2-3(c)] as amended, of this part;
(6) Methamphetamine, including salts, isomers, and salts of isomers.
(7) Amphetamine, its salts, optical isomers and salts of its optical isomers;
(8) Phenmetrazine and its salts; and
(9) Methylphenidate.

(c) The term “Administration” means the Drug Enforcement Administration, formerly the Bureau of Narcotics and Dangerous Drugs.

(d) The term “agent” means an authorized person who acts on behalf of or at the direction of a manufacturer, distributor, or dispenser. It does not include
a common or contract carrier, public warehouseman, or employee of the carrier or warehouseman.

(e) The term “controlled premises” means—

(1) Places where original or other records or documents required under the Act [IC 35-48] are kept or required to be kept, and
(2) Places including factories, warehouses, or other establishments, conveyances, where persons registered under the Act [IC 35-48] or exempted
from registration under the Act [IC 35-48] may lawfully hold, manufacture, or distribute, dispense, administer, or otherwise dispose of controlled substances.

(f) The term “Administrator” means the Director of the Federal Drug Enforcement Administration who has been delegated authority under the Controlled
Substances Act of 1970 (84 Stat. 1242; 21 U.S.C. 801) by the Attorney General of the United States (28 C.F.R. 0.100), as amended.

(9) The term “hearing” means any hearing held pursuant to the provisions of IC 1971, 4-22-1 through 4-22-1-30 [Repealed by P.L.18-1986, SECTION 2.
See IC 4-21.5.] as amended and 4-22-2, for the purpose of granting, denying, or revoking, or suspending a registrant or application for registrant or a
hearing amending these rules pursuant to IC 1971, 35-24.1 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-
48.] as amended.

(h) The term “individual practitioner” means a physician, dentist, veterinarian, or other individual licensed, registered or otherwise permitted by the State of
Indiana or the United States, to dispense a controlled substance in the course of professional practice, but does not include a pharmacist, a pharmacy, or an
institutional practitioner.

(i) The term “institutional practitioner” means a hospital or other person (other than an individual) licensed, registered, or otherwise permitted by the state
of Indiana or the United States, to dispense a controlled substance in the course of practice, but does not include a pharmacy.

(j) The term “person” includes any individual, corporation, government or governmental subdivision or agency, business, trust partnership, association or
other legal entity.

122

< =



(k) The term “pharmacist” means any practitioner licensed as a pharmacist by the State of Indiana to dispense controlled substances and shall include
pharmacist interns licensed by the State of Indiana, to dispense controlled substances under the supervision of a pharmacist licensed by the State of
Indiana.

() The term “prescription” means an order for medication which is dispensed to or for an ultimate user but does not include an order for medication which
is dispensed for immediate administration to the ultimate user. (e.g., an order to dispense a drug to a bed patient for immediate administration in a hospital is
not a prescription).

(m) The terms “register” and “registration” refers only to registration required and permitted by IC 1971, 35-24.1-3-2 [Repealed by Acts 1976, P.L.148,
SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

(n) The term “registrant” means any person who is registered or exempted from registration pursuant to IC 1971, 35-24.1-3-2 [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

(0) Any term not defined in this section shall have the definition set forth in IC 1971, 35-24.1-1-1 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

(Indiana Board of Pharmacy; Reg 28,Ch I,Sec 1.01; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-1-2 Controlled substances advisory committee; function; hearings
Authority: IC 35-48-3-1
Affected: IC 4-21.5; IC 35-48-2-1

Sec. 2. Function. The Controlled Substances Advisory Committee shall serve as a consultative and advisory body to the Board in all matters relative to
additions, deletions and transfers of substances to or among schedules of control established by IC 1971, 35-24.1 [Repealed by Acts 1976, P.L.148,
SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

In addition, the advisory committee may, as representatives of the Board, conduct hearings regarding control of substances, and it shall, as
representatives of the Board, conduct hearings and make recommended findings in matters affecting the denial, suspension, or revocation of registrations.
All adjudicatory hearings shall be conducted in a manner consistent with the provision of IC 1971, 35-24.1-3-4 through IC 1971, 35-24.1-3-5 [Repealed by
Acts 1976, P.L.148, SECTION 24, Acts 1977, P.L.26, SECTION 25. See IC 35-48], and IC 1971, 4-22-1 [Repealed by P.L.18-1986, SECTION 2. See IC 4-
21.5.Jas amended. (Indiana Board of Pharmacy; Reg 28,Ch I,Sec 1.11; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25
IR 1341)

856 IAC 2-1-3 Meetings; organization
Authority: IC 35-48-3-1
Affected: IC 35-48-2-1

Sec. 3. Meetings and Organization. The controlled substances advisory committee shall meet not later than sixty (60) days after the appointment of their
entire membership and thereafter shall meet upon the request of the Board. The committees shall select, from among their members, a chairman, vice-
chairman, and secretary who shall serve terms of one year from the date of selection. In any case in which a committee officer shall be unable to serve a full
term, the committee shall select another to serve in his own right a full term. (Indiana Board of Pharmacy; Reg 28,Ch |,Sec 1.12; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-1-4 Duties of officers
Authority: IC 35-48-3-1
Affected: IC 35-48-2-1

Sec. 4. Duties of Officers. The chairman of the committee, or the vice-chairman in the absence of the chairman, shall preside at all meetings of the
committee. In addition, the chairman or his designee shall preside over all hearings conducted by the committee on behalf of the Board.

The secretary of the committee shall be responsible for keeping the minutes of all meetings and he shall further be charged with the responsibility of
assuring that a complete and accurate record is made of all hearings conducted before the committee. To this end, he may, with the consent of the Board,
arrange for the attendance of such stenographers or court reporters as are necessary for the recording of such hearings. (Indiana Board of Pharmacy; Reg
28,Ch I,Sec 1.13; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-1-5 Rulemaking powers
Authority: IC 35-48-3-1
Affected: IC 4-22-2; IC 35-48-2-1

Sec. 5. Rules of Conduct. The advisory committee may, with the approval of the Board, make such other rules regulating its conduct and procedure as
are necessary and proper for the orderly conduct of its business.

All such rules, when they may affect procedure or substance of matters which may come before the Board for adjudication, after promulgation in
accordance with IC 1971, 4-22-2 as amended, shall be in writing and shall be made available upon request to parties appearing before the committee.
(Indiana Board of Pharmacy; Reg 28,Ch I,Sec 1.14; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)
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856 IAC 2-1-6 Recommendations and findings
Authority: IC 35-48-3-1
Affected: IC 35-48-2-1

Sec. 6. Recommendations and findings. Recommendations and findings to be in writing. Whenever, in the discharge of its duties, the advisory committee
shall be required to make recommendations or findings upon matters heard before the committee, such recommendations to the Board shall be in writing
and shall include a summary of relevant evidence, opinions, and laws upon which such recommendations or findings are based. (Indiana Board of
Pharmacy; Reg 28,Ch |,Sec 1.15; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

Rule 2. Controlled Substances Code Number Schedules | through IV

856 IAC 2-2-1 Controlled substances code numbers
Authority: IC 35-48-3-1
Affected: IC 35-48-3-1

Sec. 1. Controlled Substances Code Number. (a) Each controlled substance, or basic class thereof, listed in Schedules | through IV [856 IAC 2-2-2 — 856
IAC 2-2-5] has been assigned a “Controlled Substances Code Number” for purposes of identification of the substances or class on certain Certificates of
Registration issued by the Indiana State Board of Pharmacy pursuant to Section 3.42 [856 IAC 2-3-19] of the Chapter. Certain applicants for registration
must include the appropriate numbers on the application as required in Section 3.32(d) [856 IAC 2-3-13(d)] of this Chapter.

(b) Except as stated in paragraph (a) of this section, no applicant or registrant is required to use the Controlled Substances Code Number for any
purpose. (Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.01; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-2 Schedule |
Authority: IC 35-48-2-14; IC 35-48-3-1
Affected: IC 35-48-2-4

Sec. 2. (a) Schedule | shall consist of the drugs and other substances, by whatever official name, common or usual name, chemical name, or brand name
designated, listed in this section. Each drug or substance has been assigned the controlled substances code number set forth opposite it.

(b) Opiates. Unless specifically excepted or unless listed in another schedule, any of the following opiates, including its isomers, esters, ethers, salts, and
salts of isomers, esters, and ethers whenever the existence of such isomers, esters, ethers, and salts is possible within the specific chemical designation:

(1) Acetylmethadol 9601
Allylprodine 9602
Alphacetylmethadol (except levo-alphalmethadol also known as levo-alpha-acetylmethadol, levomethadyl acetate, or LAAM) 9603
Alphameprodine 9604
Alphamethadol 9605
Benzethidine9606
Betacetylmethadol 9607
Betameprodine 9608
Betamethadol 9609
) Betaprodine 9611

Clonitazene 9612
Dextromoramide 9613
Dextrorphan 9614
Diampromide 9615
Diethylthiambutene 9616
Difenoxin 9168
Dimenoxadol 9617
Dimepheptanol 9618

)

)

)

)

)

)

)

)

) Dimethylthiambutene 9619
) Dioxaphetyl butyrate 9621
) Dipipanone 9622

) Ethylmethylthiambutene9623
)
)
)
)
)
)
)
)
)

Etonitazene 9624
Etoxeridine 9625
Furethidine 9626
Hydroxypethidine 9627
Ketobemidone 9628
Levomoramide 9629
Levophenacylmorphan9631
Morpheridine 9632

(2)
(3)
4)
(5)
(6)
(7)
(8)
9)
(10
(11
(12
(13
(14
(15
(16
(17
(18
(19
(20
(21
(22
(23
(24
(25
(26
(27
(28
(29
(30
(31

Noracymethadol 9633
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) Norlevorphanol 9634
) Normethadone 9635
) Norpipanone 9636
) Phenadoxone 9637
) Phenampromide 9638
) Phenomorphan 9647
) Phenoperidine 9641
) Piritramide 9642
) Proheptazine 9643
) Properidine 9644
) Propiram 9649
) Racemoramide 9645
44) Trimeperidine 9646
(c) Opium derivatives. Unless specifically excepted or unless listed in another schedule, any of the following opium derivatives, its salts, isomers, and
salts of isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical designation:

(32
(33
(34
(35
(36
(37
(38
(39
(40
(41
(42
(43
(

(1) Acetrophine 9319

(2) Acetyldihydrocodeine 9051

(3) Benzylmorphine 9052

(4) Codeine methylbromide 9070

(5) Codeine-N-Oxide 9053

(6) Cyprenorphine 9054

(7) Desomorphine 9055

(8) Dihydromorphine 9145

(9) Drotebanol 9335

(10) Etorphine (Except Hydrochloride Salt) 9056
(11) Heroin 9200

(12) Hydromorphinol 9301

(13) Methyldesorphine 9302

(14) Methylidihydromorphine 9304
(15) Morphine methylbromide 9305
(16) Morphine methylsufonate 9306
(17) Morphine-N-Oxide 9307

(18) Myrophine 9308

(19) Nicocodeine 9309

(20) Nicomorphine 9312

(21) Normorphine 9313

(22) Pholcodine 9314

(23) Thebacon 9315

(d) Hallucinogenic substances. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation, which
contains any quantity of the following hallucinogenic substances, or which contains any of its salts, isomers, and salts of isomers, whenever the existence of
such salts, isomers, and salts of isomers is possible within the specific chemical designation (for purposes of this subsection only, ‘isomer” includes the
optical, position, and geometric isomers):

(1) 4-Bromo-2, 5-Dimethoxyamphetamine 7391
Some trade or other names:
4-Bromo-2, 5-Dimethoxy-a-methylphenethylamine; 4-Bromo-2, 5-DMA
(2) 2, 5-Dimethoxyamphetamine 7396
Some trade or other names:
2, 5-Dimethoxy-a-methylphenethylamine; 2,5-DMA
(3) 4-Methoxyamphetamine 7411
Some trade or other names:
4-Methoxy-a-methylphenethylamine: Paramethoxyamphetamine: PMA
(4) 5-methoxy-3, 4-methylenedioxy amphetamine 7401
(5) 4-methyl-2, 5-dimethoxyamphetamine 7395
Some trade and other names:
4-methyl-2,5-dimethoxy-a-methylphenethylamine: “DOM”; and “STP”.
(6) 3, 4-methylenedioxy amphetamine 7400
(7) 3, 4, 5-trimethoxy amphetamine 7390
(8) Bufotenine 7433
Some trade and other names:
3-(B-Dimethylaminoethyl)-5-hydroxyindol;  3-(2-Dimethylaminoethyl)-5-indolo; N, N-dimenthylserotonin;  5-hydroxy-N, N-dimethyltryptamine;
mappine.
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(9) Diethyltryptamine 7434

Some trade and other names: N, N-Diethyltryptamine, DET.
(10) Dimethyltryptamine 7435

Some trade or other names: DMT
(11) Ibogaine 7260

Some trade and other names:

7-Ethyl-6, 6a, 7, 8, 9, 10, 12, 13-octahydro-2-methoxy-6, 9-methano-5H-pyrido (1', 2 1, 2) azepino 4, 5-b) indole; tabernanthe iboga.

(12) Lysergic acid diethylamide 7315
(13) Marihuana 7360
(14) Mescaline 7381
(15) Peyote 7415
Meaning all parts of the plant presently classified botanically as Lophophora Williamsii Lemaire, whether growing or not; the seeds thereof; any extract from
any part of such plant; and every compound, manufacture, salt, derivative, mixture, or preparation of such plant, its seeds, or extracts.
(Interprets 21 U.S.C. 812(c), Schedule I(c) (12))
(16) N-ethyl-3-piperidyl benzilate 7482
(17) N-methyl-3-piperidyl benzilate ~ 7484
(18) Psilocybin 7437
(19) Psilocyn 7438
(20) Tetrahydrocannabinols 7370
Synthetic equivalents of the substances contained in plant, or in the resinous extractives of Cannabis, sp. and/or synthetic substances, derivatives, and their
isomers with similar chemical structure and pharmacological activity such as the following:
" cis or trans tetrahydrocannabinol, and their optical isomers.
_Bcis or trans tetrahydrocannabinol and their optical isomers.
_34.cis or trans tetrahydrocannabinol, and its optical isomers.
(Since nomenclature of these substances is not internationally standardized, compounds of these structures, regardless of numerical designation of atomic
positions are covered.)
(21) Thiophene Analog of Phencyclidine 7470
Some trade or other names:
1-(1-(2-thienyl) cyclohexyl) piperidine); 2-Thienyl Analog of Phencyclidine, TPCP.

(e) Depressants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances having a depressant effect on the central nervous system, including its salts, isomers, and salts of isomers whenever
the existence of such salts, isomers, and salts of isomers is possible within the specific chemical designation:

(1) Mecloqualone 2572
(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.11; filed Jul 9, 1974, 9:29 a.m..: Unpublished; filed Jun 9, 1977, 8:55 a.m.: Unpublished; filed May 31, 1994,
5:00 p.m.: 17 IR 2335; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-3 Schedule Il
Authority: IC 35-48-2-14; IC 35-48-3-1
Affected: IC 35-48-2-6

Sec. 3. (a) Schedule Il shall consist of the drugs and other substances, by whatever official name, common or usual nhame, chemical name, or brand
name designated, listed in this section. Each drug or substance has been assigned the controlled substances code number set forth opposite it.

(b) Substances, vegetable origin, or chemical synthesis. Unless specifically excepted or unless listed in another schedule, any of the following substances
whether produced directly or indirectly by extraction from substances of vegetable origin, or independently by means of chemical synthesis, or by a
combination of extraction and chemical synthesis:

(1) Opium and opiate, and any salt, compound, derivative, or preparation of opium or opiate, excluding naloxone and its salts and naltrexone and its
salts but including the following:
(A) Raw opium 9600
(B) Opium extracts 9610
(C) Opium fluid extracts 9620
(D) Powdered opium 9639
(E) Granulated opium 9640
(F) Tincture of opium 9630
(G) Apomorphine 9030
(H) Codeine 9050
(I Ethylmorphine 9190
(J) Etorphine hydrochloride 9059
(K) Hydrocodone 9193
(L) Hydromorphone 9194
(M) Metopon 9260
(N) Morphine 9300
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(O) Oxycodone 9143
(P) Oxymorphone 9652
(Q) Thebaine 9333

(2) Any salt, compound, derivative, or preparation thereof which is chemically equivalent or identical with any of the substances referred to in
subdivision (1), except that these substances shall not include the isoquinoline alkaloids of opium.

(3) Opium poppy and poppy straw (9650).

(4) Coca Leaves (9040) and salt, compound, derivative, or preparation of coca leaves, and any salt, compound, derivative, or preparation thereof which
is chemically equivalent or identical with any of these substances, except that the substances shall not include decocainized coca leaves or extraction of
coca leaves, which extractions do not contain cocaine (9041) or ecgonine (9180).

(5) Concentrate of poppy straw (the crude extract of poppy straw in either liquid, solid, or powder form which contains the phenanthrine alkaloids of the
opium poppy) 9670.

(c) Opiates. Unless specifically excepted or unless listed in another schedule, any of the following opiates, including its isomers, esters, ethers, salts, and
salts of isomers, esters, and ethers whenever the existence of such isomers, esters, ethers, and salts is possible within the specific chemical designation:

(1) Alphaprodine 9010
(2) Anileridine 9020
(3) Benzitramide 9800
(4) Dihydrocodeine 9120
(5) Diphenoxylate 9170
(6) Fentanyl 9801
(7) Isomethadone 9226
(8) Levo-alphacetylmethadol 9648

Some trade and other names:

levo-alpha-acetylmethadol, levomethadyl acetate, or LAAM.
(9) Levomethorphan 9210

10) Levorphanol 9220

(

(11) Metazocine 9240

(12) Methadone 9250

(13) Methadone-Intermediate, 4-cyano-2-dimethylamino-4, 4-dyphenyl butane 9254
(14) Moramide-Intermediate, 2-methyl-3-morpholino-1, 1-diphenyl-propane-carboxylic acid 9802
(15) Pethidine 9230

(16) Pethidine-Intermediate-A,4-cyano-1- methyl-4-phenylpiperidine 9232

(17) Pethidine-Intermediate-B, ethyl-4-phenylpiperidine-4-carboxylate 9233

(18) Pethidine-Intermediate-C, 1-methyl-4- phenylpiperidine-4-carboxylic acid 9234
(19) Phenazocine 9715

(20) Piminodine 9730

(21) Racemethorphan 9732

(22) Racemorphan 9733

(d) Stimulants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances having a stimulant effect on the central nervous system:

(1) Amphetamine, its salts, optical isomers, and salts of its optical isomers 1100
(2) Methamphetamine, including its salts, isomers, and salts of isomers 1105

(3) Phenmetrazine and its salts 1631

(4) Methylphenidate 1724

(e) Depressants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances having a depressant effect on the central nervous system, including its salts, isomers, and salts of isomers whenever
the existence of such salts, isomers, and salts of isomers is possible within the specific chemical designation:

(1) Methaqualone 2565
(2) Amobarbital 2125
(3) Secobarbital 2315
(4) Pentobarbital 2270

(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.12; filed Jul 9, 1974, 9:29 a.m..: Unpublished; filed Jun 9, 1977, 8:55 a.m.: Unpublished; filed May 31, 1994,
5:00 p.m.: 17 IR 2336; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-4 Schedule lll
Authority: IC 35-48-3-1
Affected: IC 35-48-2-8

Sec. 4. (a) Schedule Il shall consist of the drugs and other substances, by whatever official name, common or usual name, chemical name, or brand
name designated listed in this section. Each drug or substance has been assigned the Controlled Substances Code Number set forth opposite it.
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(b) Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation that contains any quantity of the
following substances having a stimulant effect on the central nervous system, including its salts, isomers (whether optical, position, or geometric), and salts
of such isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical designation:

(1) Those compounds, mixtures, or preparations in dosage unit form containing any stimulant substances listed in Schedule II, which compounds,
mixtures, or preparations were listed on August 25, 1971, as excepted compounds under 1308.32, and any other drug of the quantitative composition shown
in that list for those drugs or that is the same, except that it contains a lesser quantity of controlled substances 1405

(2) Benzphetamine 1228
3) Chlorphentermine 1645
) Clortermine 1647
) Mazindol 1605
) Phendimetrazine 1615

(c) Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation that contains any quantity of the
following substances having a depressant effect on the central nervous system:

(1) Any compound, mixture, or preparation containing:

(

(4
5
(6

(A) Amobarbital 2125
(B) Secobarbital 2315
(C) Pentobarbital 2270

or any salt thereof and one (1) or more other active medicinal ingredient that are not listed in any schedule.
(2) Any suppository dosage form containing:

(A) Amobarbital 2125
(B) Secobarbital 2315
(C) Pentobarbital 2270
or any salt of any of these drugs and approved by the Food and Drug Administration for marketing only as a suppository.
(3) Any substance that contains any quantity of a derivative of barbituric acid or any salt thereof 2100
(4) Chlorhexadol 2510
(5) Ketamine, its salts, isomers, and salts of isomers 7285
Some other names for ketamine: (-2(2-chlorophenyl) -2- (methylamino) - cyclohexanone
(6) Lysergic acid 7300

7) Lysergic acid amide 7310
8) Methyprylon 2575
9) Sulfondiethylmethane 2600
10) Sulfonethylmethane 2605
11) Sulfonmethane 2610
(d) Nalorphine (a narcotic drug) 9400
(e) Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation containing limited quantities of any
of the following narcotic drugs, or any salts thereof:
(1) Not more than one and eight-tenths (1.8) grams of codeine, per one hundred (100) milliliters or not more than ninety (90) milligrams per dosage
unit, with an equal or greater quantity of an isoquinoline alkaloid of opium 9803
(2) Not more than one and eight-tenths (1.8) grams of codeine, per one hundred (100) milliliters or not more than ninety (90) milligrams per dosage

(
(
(
(
(

unit, with one (1) or more active, nonnarcotic ingredients in recognized therapeutic amounts 9804

(3) Not more than three hundred (300) milligrams of dihydrocodeinone, per one hundred (100) milliliters or not more than fifteen (15) milligrams per
dosage unit, with a fourfold or greater quantity of an isoquinoline alkaloid of opium 9805

(4) Not more than three hundred (300) milligrams of dihydrocodeinone, per one hundred (100) milliliters or not more than fifteen (15) milligrams per
dosage unit, with one (1) or more active, nonnarcotic ingredients, in recognized therapeutic amounts 9806

(5) Not more than one and eight-tenths (1.8) grams of dihydrocodeine, per one hundred (100) milliliters or not more than ninety (90) milligrams per
dosage unit, with one (1) or more active, nonnarcotic ingredients in recognized therapeutic amounts 9807

(6) Not more than three hundred (300) milligrams of ethylmorphine, per one hundred (100) milliliters or not more than fifteen (15) milligrams per dosage
unit, with one (1) or more active, nonnarcotic ingredients in recognized therapeutic amounts 9808

(7) Not more than five hundred (500) milligrams of opium per one hundred (100) milliliters or per one hundred (100) grams or not more than twenty-five
(25) milligrams per dosage unit, with one (1) or more active, nonnarcotic ingredients in recognized therapeutic amounts 9809
(8) Not more than fifty (50) milligrams of morphine, per one hundred (100) milliliters or per one hundred (100) grams with one (1) or more active,
nonnarcotic ingredients in recognized therapeutic amounts 9810
(f) Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation containing any quantity of anabolic
steroids, including its salts, isomers, and salts of isomers whenever the existence of such salts of isomers is possible within the specific chemical
designation 4000
(9) For hallucinogenic substances, dronabinol (synthetic) in sesame oil and encapsulated in a soft gelatin capsule in a United States Food and Drug
Administration-approved drug product 7369
(Some other names for dronabinol: (6aR-trans) - 6a, 7, 8, 10a - tetrahydro-6,6,9 - trimethyl - 3-pentyl- 6H - dibenzo[b,d]pyrano-1-ol, or (1) 9 - (trans) -
tetrahydrocan-nabinol.) (Indiana Board of Pharmacy; Reg 28, Ch Il, Sec 2.13; filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed Jun 9, 1977, 8:55 a.m.:
Unpublished; filed May 26, 2000, 8:52 a.m.: 23 IR 2503; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)
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856 IAC 2-2-5 Schedule IV
Authority: IC 35-48-3-1
Affected: IC 35-48-2-10

Sec. 5. (a) Schedule IV shall consist of the drugs and other substances, by whatever official name, common or usual name, chemical name, or brand
name designated, listed in this section. Each drug or substance has been assigned the Controlled Substances Code Number set forth opposite it.

(b) Depressants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances, including its salts, isomers, and salts of isomers whenever the existence of such salts, isomers, and salts of isomers is
possible within the specific chemical designation:

(1) Barbital 2145

(2) Chloral betaine 2460
(3) Chloral hydrate 2465
(4) Chlordiazepoxide 2744
(5) Clonazepam 2737
(6) Clorazepate 2768
(7) Diazepam 2765
(8) Ethchlorvynol 2540
(9) Ethinamate 2545
(10) Flurazepam 2767
(11) Mebutamate 2800
(12) Meprobamate 2820
(13) Methohexital 2264
(14) Methylphenobarbital 2250
(15) Oxazepam 2835
(16) Paraldehyde 2585
(17) Petrichloral 2591
(18) Phenobarbital 2285

(c) Fenfluramine. Any material, compound, mixture, or preparation which contains any quantity of the following substances, including its salts, isomers
(whether optical, position, or geometric), and salts of such isomers, whenever the existence of such salts, isomers, and salts of isomers is possible:
(1) Fenfluramine 1670
(d) Stimulants. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation which contains any
quantity of the following substances having a stimulant effect on the central nervous system, including its salts, isomers (whether optical, position, or
geometric), and salts of such isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific chemical

designation:
(1) Diethylpropion 1608
(2) Phentermine 1640
(3) Pemoline (including organometallic complexes and chelates thereof) 1530

(Indiana Board of Pharmacy; Reg 28,Ch II,Sec 2.14; filed Jul 9, 1974, 9:29 am: Unpublished; filed Jun 9, 1977, 8:55 am: Unpublished; readopted filed Nov
14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-6 Schedule V
Authority: IC 35-48-3-1
Affected: IC 35-48-2-12

Sec. 6. (a) Schedule V shall consist of the drugs and other substances, by whatever official name, common or usual name, chemical name, or brand
name designated, listed in this section.

(b) Narcotic drugs containing nonnarcotic active medicinal ingredients. Any compound, mixture, or preparation containing any of the following limited
quantities of narcotic drugs or salts thereof, which shall include one or more nonnarcotic active medicinal ingredients in sufficient proportion to confer upon
the compound, mixture, or preparation valuable medicinal qualities other than those possessed by the narcotic drug alone:

(1) Not more than 200 milligrams of codeine, per 100 milliliters or per 100 grams.
(2) Not more than 100 milligrams of dihydrocodeine, per 100 milliliters or per 100 grams.
(3) Not more than 100 milligrams of ethylmorphine, per 100 milliliters or per 100 grams.
(4) Not more than 2.5 milligrams of diphenoxylate and not less than 25 micrograms of atropine sulfate per dosage unit.
(5) Not more than 100 milligrams of opium per 100 milliliters or per 100 grams.
(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.15; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-7 Application for exception of stimulant or depression compound; revocation

Authority: IC 35-48-3-1
Affected: IC 35-48-2-1
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Sec. 7. Application for exception of a stimulant or depressant compound. (a) Any person seeking to have any compound, mixture, or preparation containing
any depressant or stimulant substance listed in Chapter 2, Section 2.13(b) or (c) [856 IAC 2-2-4(b) or (c)] or in Section 2.14 [856 IAC 2-2-5] excepted from the
application of all or any part of the Act [IC 35-48] pursuant to IC 1971, 35-24.1-2-8(e) or 10(c) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977,
P.L.26, SECTION 25. See IC 35-48.] as amended, may apply to the Indiana Board of Pharmacy for such exception.

(b) An application for an exception under this section shall be approved by the Board, provided that such application shall contain a copy of the
Administration's approval for such request for an exception from the Federal Controlled Substances Act.

(c) Within a reasonable period of time after the receipt of an application for an exception under this section, the Indiana State Board of Pharmacy shall
notify the applicant of its acceptance or non-acceptance of the application, and if not accepted, the reason therefor. The Indiana State Board of Pharmacy
need not accept an application for filing if any of the requirements prescribed in paragraph (b) of this section is lacking or is not set forth so as to be readily
understood. If the applicant desires, he may amend the application to meet the requirements of paragraph (b) of this section.

(d) The Indiana Board of Pharmacy may at any time revoke any exception granted pursuant to IC 1971, 35-24.1-2-8(e) or 10(c) [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.], as amended, upon a finding that such exception from the Federal Controlled
Substances Act was terminated, suspended or revoked. The revocation of the exception granted under this Act [IC 35-48] shall become effective upon the
Board's notifying the person to whom such exception was granted by certified mail of such revocation. (Indiana Board of Pharmacy; Reg 28,Ch II,Sec 2.21;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-8 Excepted stimulant or depressant compounds
Authority: IC 35-48-3-1
Affected: IC 35-48-2-8; IC 35-48-2-10

Sec. 8. The Indiana Board of Pharmacy may except any compound, mixture, or preparation containing any depressant or stimulant substance listed in
Section 2.13(b) or (c) [856 IAC 2-2-4(b) or (c)], or in Section 2.14 [856 IAC 2-2-5] from the application of all or any part of the Act pursuant to IC 1971, 35-
24.1-2-8(e) or 10(c) [Repealed by Acts 1976, P.L.148, SECTION 24, Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended, the drugs which were
excepted by the Bureau or Administration on April 1, 1973 under section 202(d) of the Federal Controlled Substances Act (21 U.S.C. 812(d)) have been
excepted by the Indiana State Board of Pharmacy from the application of IC 1971, 25-24.1-3, 6 and 8 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48.] as amended, and the application of Section 3.74(d) [856 IAC 2-3-33(d)] (rule) for administrative purposes only.
The excepting of these drugs by the Indiana State Board of Pharmacy should not be construed as an adoption or rejection of the criteria by which these drugs
were originally excepted. Any deviation from the quantitative composition of any of the listed drugs shall require a petition for exception in order for that drug
to be excepted.

The following is a list of the excepted stimulant or depressant compounds under these regulations [856 IAC 2-2].
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EXCEPTED PRESCRIPTION DRUGS

Teads name or sther
designation

Composition

Manufacturer er supplier

ABA., ceee —_—

Alased - e

Aleftex —vmemee —

Algomon e

AlbYdrox ..-cccccecmeeoan
Alk

Alubelap e

T

Aludrox SA susp -

Tablet: Amobarbital, 25 mg.; aminopbylline,
120 mg.; ephedrine hydrochloride, 26 mg.
Tablet: Phenobarbital, 16.2 mg.; homatropine
methylbromide, 3.6 mg.; sluminum hydroxide
gel, dried, 732 gr.; magnesium trisilicate,

=r.

Tablet : Phenobarbital, 34 gr.: atropine sulfate,
1/6000 gr.; calcium carbonute, 315 gr.: mag-
nesium carbonate, 234 gr.; cerium oxalate,

gr.
Tablet: Buhblrblul sodium, 7.5 mg.; aceta-
minophen, 800 m;
Tablet : Phenobnrbiul % gr.: aluminum hy-
droxide, § gr.; atropine sulfate, 1/300 gr.
Tablet : Phenobarbital, 8.0 mg.; stropine sul-
fate, 0.08 mg.: kaolin-alumina gel, 600 mg.
Powder (60 gr.): Phcnobn‘bihl. 3% gr.; bella-
donns extract, 3 gr.;: calcium carbonate,
24 gr.; magnesium trisilicate, 15 gr.; mag-
nesium oxide, 10 gr.; aluminum hyroxide
gel, dried. 1

Tablet : Phenoburbiu! 8 mg.: aluminum hy-
droxide gel, dried, 2300 mg. ; belladonna ex-
tract, 4 mg.

n cc.) : Butabarbital, 3 mg.; sam-

Aludrox SA tublets ....__
Alu-Mag e

AlUMSLEN o ccreeeeeee

Aluminum hydroxide, msag-
nesium trisilicate, and
kaolin with phenobarbital
and atropine sulfate ___

Al:lin?drox with phenobar-

B e ——————— -

Aminodrox-forte with phe-
nobarbital ..o

Aminophylline and amytal
Aminophylline with pento-
barbital ..

Aminophylline -nd pheno-
barbital ... _________

0 e e ccnroeaa.

Aminophylline with pheno-
barbital ... ____

£* JEPUN UG

Amobdbarbital and PETN __

Ampyrox with butabarbital
sodium (AMPYROX) __
Ampyrox with butabarbital
sodium, elixir ... ..._..

8
butonium bromide, 2.6 mg.

‘Tablet : Buub-rbiul. 8 mg.: smbutonium
bromide, 2.5

Tablet : Pbenoharbxt-l 8T aluminum by~
droxide gel, dried, gr.; magnesium tri-
n!icne. 215 gr.: ladonns le-f extru:t.

% =

TabXet Phenoburbxtal 8 mg.; .tropine—tulfl.te
0.06 mg.; mlzneaium trisilicate, 500 mg.;
aluminum hydroxide gel, dried, 250 mg.:
saccharin sodium, 0.12 mg.

Tablet: Phenobarbital, 34 gr.: aluminum hy-
droxide, 2 gr.; magnesium trisilicate, 4 gr.;
kaolin, col]oi)hl, 2 gr.: stropine sulfate,
1/300 gr. ’

Tablet: Phenobarbital, 18 mg.: aminophylline, .

0. 1 gm., - nlummum hydmxide gel, dried, 0.12

Tnblet Phengbarbital, 15 mg.: aminopbylline,
200 mg.; aluminum hydroxide gel, dried,

50 mg.
Cu:sule: .Amobarbital, 82 mg.; aminophylline,
.1 gm.

Suppository: Pentobarbital sodium, 100 mg.;
aminophylline, 5§00 mg.

Tnlxszb Phenobarbital, 15 mg.; sminophylline,
Tnlb‘;gt. Phenobnrb\ul %4 gr.; aminophylline,
T-bgst: Phenobarbit-l. 16 mg.

aminophylline,
1 mg. .
Tablet: Phencbarbital, 15 mg.

.

aminophylline,

100 mg.
Tablet: Phenobarbital, 15 mg.; aminophylline,

.

200 mg.

Fablet: Phenobarbital, 30 my.; sminophylline,
200 mg.

Capsule: Amobarbital, 50 mg.
tetvanitrate, 80 mg,

Tablet: Butabarbital sodium, 15 mg.; scopola-
.mine methylnitrate, 2 mg.

Elixir 15 cc.): Butabarbital sodivm, 10 mg.:
scopolamine methylnitrate, 1 mg.

pentserythritol

Haack Laborstories, Ine.
Norgine Laboratories, Inc.

Paul B. Elder Co., Inc.

McNeil Laboratories, Inc.
Physicians Supply.

P. J. Noyes Ca.

Dorsey Laboratories.

Hasck Laboratorfes, Inc.

Wyeth Laboratories.
Wyeth Laboratories,
Norsal Laboratories, Inc.

The Zemmer Co.

Buffalo Pharmaceutical
Supply Corp.

The S. E. Massengill Co.

The S. E. Massengill Co.

-Eli Lilly Co.

G. D. Searle & Co.

The Zemmer Co.

The Blue Line Chemicsal Co.

H. E. Dubin Laboratories,
G.lB.c Searle & Co,
Do.
Do.
Meyer Laboratories, Ine.
Paul B, Elder Cou., Inc.
Do.

131



EXCEPTED PRESCRIPTION DRUGS—Centinued

Trade name or other
designation

Compesition

Manufacturer or supplier

Amsed (NAP-37)

Amsodyne ..

Antaela No. 8 with
barbital and

henio-

Antispasmodic ... .. ..

Antispasmodic-ensyme

ABLIOCOl oo
Aqualin-plus, children ..
Aqualin-plus No. 1 ...

Aqualin-plus No. 2 ... S

Aquslin-plus No. 2A ..._

 ETYY R ——— —
Asperease, modified with

phenobarbital ...
Atropal .. e
Atrosilital o oienae

Banthine with pheno-
barbital . _ ..o

Barbatro No. 1

Barbatro No. 2 —cccceeeae

Barbeloid - oo oo —

Barbidonna elixir ...~

Barbidonna tablets

Barboma ellxir ..........
Barboma tablets ._....._.

Bardase

132

Tablet: Phenobarbital, 3 gr.: hyocine hydro-
:::a:ige 0.0072 m":d:ot:oplu :uolf:g. -0‘024
Tablet: Plunoh.rbinl. KeT. u_met belladonna
nesium hydro

um
. x! § gr.
Tablet (purple): Phenobarbitsl, 16.2 mg.; hyo-
scyasmine sulfate, 0.1087 mg.; homatropine
methylbromide, 0.567 mg.; hyocine hydro-

bromide, 0.0085 mg.

Tablet: Phenobarbital, 8.1 mg.; hyoscyamine
sulfste, 0.0519 mg.; homatropine methylbro-
mide, 0.2865 wmg.: hyoscine hydrobromide,
0.0033 mg.: pancreatin, 100 mg.; pepsin, 150
mg.

Tablet or capsule: Phenobarbital, 16 mg. ; atro-
pine sulfate, 0.324 mg. ; colloidal sulfur, 22 mg.

Suppository : Pemntobarbital sodium, 3 gr. ; theo-
phylline, 1% sgr.

Sup“podmwry '% entobarbital sodium, ¥; gr. ; theo-

p ne, gT.

uppository: Pentobarbital sodium, 1% gr.;
theophylline, 7%, gr.

Suppository : Pentobarbital sodium, ¥ gr. ; theo-
phylline, 734 gr.

Tablet : Butabarbital, 20 mg. ; ephedrine sulfate,
25 mg.; theophylline hydroxide, 130 mg.

Tablet: Butabarbital, 16 mg.: sminophyiline,
180 mg.: phenylpropanolamine hydrochioride,
25 mg.; chlorpheniramine maleate,”2 mg.;
aluminum hydroxide gel, dried, 60 mg.; mag-
nesium trisilicate, 60 mg.

Tablet: Phenobarbital, 0.008 gm.; scetylsali-

- eylic acid, 0.6 gm. ‘

Tablet: Phenobarbital, 1§ gr.; atropine sul-
fate, 1/300 gr.; magnesium trisilicate, 214
gv. ; aluminum hydroxide gel, drfed, 2 gr.

Tablet: Phenobarbital, 15 mg.; atropine sul-
fate, 0.12 mg.; magnesium trigilicate, 0.5
gm. ; saccharine sodium, 0.12 mg. = -

Tablet: Phericbarbital, 16 mg.: methantheline
bromide, 60 mg. N

“Tublet: Phenobarbital, 15 mg.; atropine sul-

fute, 0.12 mg.

Tablet: Phenobarbital, 15 mg.; stropine sul-
fate, 0.25 mg.

Tablet: Amobarbital sodium, 20 mg.: hyoscy-
amine suifate, 0.125 mg.; hyoscine hydrobro-
:’n‘i‘de. 0.007 mg. ; homatropine methylbromide,

& mg.

Elixiv (5 cc.): Phenobarbital, 16 mg.; hyoscy-
amine sulfate, 0.1286 mg.: atropine sulfate,
0.0250 mg. ; scopolamine hydrobromide, 0.0074

mg.

Tablet: Phenobarbital, 16 mg.; hyoscyamine
sulfate, 0.1286 mg.; atropine sulfate, 0.0250
mg. ; scopolamine hydrobromide, 0.0074 mg.

Elxir (100 cc.) : Phenobarbital, 0.4 gm.; homa-
tropine methylbromide, 33.8 mg.

Tablet: Phencbarbital, 1} gr.;
methylbromide, 128 gr.

Tablet or elixir (4 cc.): Phenobarbital, 16.2
mg. ; hyoscyamine sulfate, 0.1 mg.; hyoscine
hydrobromide, 0.007 mg.; atropine, 0.020 mg.;
Taka-Diastase, 162.0 mg.

humatropine

North American Pharms-
eal, Ine.

Paul B, Elder Co., Ine.
Meyers and Co.

Hydrex Co., Inc.

Do.

Wir:‘.e.P. Poythress & Co,,
The Wm. A. Webster Co.
Do.
Do.
Do.
The Blue Line Chemicsl Co.

The Vale Chemical Co., Inc.

P.J. Noyes Co.

Mallinekrodt Chemical
Works.

‘The Zemmer Co.

G. D. Searle & Co.

The 8. E. Massengill Co.
Do.

The Vale Chemical Co., Inc.

Mallinckrodt Chemieal
orks.

Do.

The Blue Line Chemical Co.
Do.
Parke, Davis & Co.



EXCEPTED PRESCRIPTION DlUGS—CuW

Trode name or olher
designation

Manufacturer or supplior

Bar-Dos elixle ..o caaen..

Bar-Dos tablets ...

Belap No. & . naeeea
Belap No. 1 coeveececaea
Belap Ty-Med - oo oo
" Bellndenal

DO ceeeecnvemae=
Beliatol elixiy —cceececeao
Bellergal e

DO e

Bep}:te with belladonna

) S

Binftrdn e
Bioxatphem o

Bismuth, belladonna, and
. barbital

Buffadyne A8 ... ... ...
Buffadync with barbiturates
Bunesis «oemceen e -
Buren .. o.cce.eivicicnne
. Burtizem ... _....._ .

Butabsrbital and hyoscy-

amine sulfate .. . __.
DO oo e
Butibel ..o

Compedition
n!xlr (30 cc.) : Phenobarbital, 100 mx.; hyoscy-
amine hydrobromide, 0.60 mg.: hyoscine

hy-
dmbnnlde. 9.042 mg. ; atropine sulfate, 0.12

'l'lblet' Phenoberbital, 16.670 mg. ; hyoscyamine
hydrobromide, 8.10 mg.; hyocecine hydrobro-
mide, 0.007 u. : atropine sulfate 0.020 mg.

'l‘nblet Pluaobulihll. 8 mg.;: belladonna ex-

'hblct :’l\mhrm 15 mg.; delladonna ex-
mg.
Tablet: Amobarbital, 50 mg.: homotyopine
ylbromide, mg.
'l'lbhts Phenobarbital, §0 mg.: bellafoline, 0.25
lllxlr (l( cc.) : Phenobarbital, 15.6 mg. ;: bella-
foline, 0.078 my.

Elixir (8 ce.): Buhbnl:lh! sodium, 20 mg.:
th belladonna, 0.83 ee.

Warren-Teed Pharmaceuts-
cals, Inc.

Do.

Haack Laboratories, Inc.

Sandos Pharmaceuticals,

The Zemmer Co.
Sandox Pharmaceuticals.

neture

Tablet : Phenobarbital, 20 mg.
trate, 0.8 nt..hvon bry -Ikalo(dn ol bell:-
donna, 0.1 mg.

Tablet : Phnohrbiu! 40 mt 3 ergotamine tar-
z:nec. onc mg.; tory alkslolds of bells-

nne,

Elixir (4 cc): mnohrbual 16 mx.: vitamin
B, 1.5 mx.; vitamin By, 1 mg.; vitamin Be,

.33 mg. ; vitamin Bis, 1.66 ms.; niacinamide,
10 mg.: nantothenol, 0.2 mg.; belladonna
alkaloids, 0.2 mg.

Tablet: Phenobarbital, 16 mg.: bomatro|
methyibmmide. 10 my.: hyoscine hydrogrm
mide, 0.0065 mg. ; hyoscyamine sulfate, 0.1 mg.

Tablet: FPhenobarbital, 14 zr dried ox-bile, 2
gr.: dehydrocholic .eld. £r.: homatropine
methylbromide, 1/48 gr.

Tablet: Butabarbital sodium, 15.0 mg.; nitro-
xlvcerin, 0.3 mg. ; pentserythritol tetranitrate,

Do.

Wyeth Laboratories.

Bexar Pharmaceuticals.
Norgine Laboratories, Ine.
The Vale Chemieal Co., Inc.

The Z Co.

10.1 mg.
Tablet: Phenobarbital, 8 mg.: atropine sulfat
0.06 my. ; bi subnitrate, 120 mg. ; cerfum

avalate Y40 acan
SREBIS, 1<V InF.

Capsute : Phcnohrhlul. 1, gr.: bismuth sub.
mallate, § gr.; extract belladonna leaf, 6 gr.
Tablet: Amobarbital, 15 mx. ; np{rin 2300 w. H
phenacetin,” 150 mg. ; nﬂ‘elne. 30 mg.:
atropine methylhromide, 2.5 mg.:«nluulfnum
h;dmxﬁk gel, 15 mg. ; magnesium hydroxide,

Tablet: Secobarbitat -odium, 8 mg.: amober-
bital, 8 mx. ; aspirin, 300 mg.; phenacetin, 160
mg.. e-l‘relne. 30 mu.. aluminum hydroxide

dr . 48 mg.

'l'nb!et. Bubhrbit-l sodium, 10 mg.; hom-
atropine methylbromide, 2.5 mg.: magnesium
hydroxide, 300 mg.

Tablet: Nutabarbital, 15 mx.: phenazopyridine
hydrochloride, 150 mg.: scopolamine hydro-
bromide, 0.0065 mg. : atropine sulfate, 0.0184
my.: hymytmim sulfate, 0.1037 mg.

Tmblet : Butabarbital sodlum, 10 mg.; reserpine,
0.1 mg.: rutin, 20 mg. ;: mannitol hexanitrate,
30 me.

Tablet or elixir (R ec.) : Butabarbitel, 15 mg.:
hyuvscyramine sulfate, 0.125 ma.

Capsule: Butabarbital, 465 mg.: hyoscyamine
sulfate, 0.3%5 mg.

Tablct or elixir (5 ec.) : Butabarbital sodium, 16
mg. : belladonne utnet, 18 mg. (hyoscyamine
suifste, 0.138 mg.; hyoscine hydrobromide,
0.027 mx.: stropine sulfate, 0.067 mg.).

"The Bernard Co.

Lemmon Pharmacal Co.

Do.

M¢Neil Laboratories, Ine.

B. . Ascher & Co., Inc.

‘l‘be Zemmer Co.

MeNeil Laboratories, Ine.
Do.

Do.
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Trade name or sther
designation Compositim Manufacturer or supplier
Hutibel R-A see o .« Taublet: Hutahaibital sodium, 20 mg.; bella. Do.
donna extract, 30 mg.
Butlibel-geel | i . Suw i 115 ve.): Butabarbital sodium, 7.5 McNeit Laloratories, Inc.
my, : belladonna act. 7.5 mg. (total alks-
s 0.157 mg. ctivated sttapulgite, L5
mg.; pectin, 75 .
Butibel-gel tablets ___.... Tablet: Butabarbital sodium, 7.5 mg.: bella- Do.

donns extract, 7.5 mg. (total alksloids 0.0835
- mg.) ; activated attapuigite, 500 mg.; pectin,

. 45 mg.
Butibel-Zyme __.__._...._.._ Tablet: Butabarbital sodium, 15 mg.; bella-
donna extract, 15 mg. (total alksloids 0.187
mg.) ; proteolytic enzyme standardized, 10
mg. ; smylolytic enzyme standardized, 20 mg.;
cellulolytic enzyme standardized, 6 mg. ; lipo-
lytic enzyme standardized, 100 mg.; iron ox
bile (469 cholic acid), 30 mg.
Butigetic . ._n._... ... __ Tablet: Butabarbital sodium, 15 mig.; acetami- Do.
nophen, 200 mg.; phenacetin, 150 mg.; caf-
feine, 30 mg.
Cafergot P-B __ ... _.._ .. Tablet: Phenobarbital sodium, 30 mg.: ota- Sandoz Pher ical
mine tartrate, 1 mg. ; caffeine, 100 mg.; levo.
rotatory alkaloids of belladonna, 0.126 mg.
Suppository : Pentobarbital, 60 mg. : ergotamine Do.
tartrate, 2 mg.; cafleine, 100 mg.: levorota-
tory alksloids of belladonna, 0.25
Cal-Ma-Phen .. ._..._. . ‘Tablet: Phenobarbital, 3 gr.: calcium-carbo- Physicians Supply Co.
nate, 6 gr.; megnesium hydroxide, § gr.:
atropine sulfate, 1/300 gr.
Cantil with phenobarbital. Tablet: Phenobarbital, 16 mg.:; mepenzolate Lakeside Laboratories, Inc.
bromide, 25 mg.

Carbonates No. 3 with ‘Tablet: Phenobarbdital, 8 mg. ; atropine suifate, P.J. Noyes Co.
phenobarbital and atro- 0.11 mg.: ealeium carbonate, 224 mg.; mag-
pine .. oo nasium carbonate, 160 mg.; bismuth”subcar-
bonate, 32 mg.
Cavdalin-Phen .. .. .. _.... Tablet: Phenobarbital, !4 gr.; aminophylline, 5 Maxllinckrodt Chemical

gr.; aluminum hydroxide gel, dried, 235 gr.; Works.
~ benzocaine, 14 gr.

Cardilate-I* ... ... .. ... Tablet: Phenobarbital, 15 mg.; erythrityl tetra- Burroughs Wellcome & Co.
nitrate, 10 mg. (U.S.A.) Inc.

Cholarace _ .__... .....—_. Tablet: Pentobsrbital, 27.5 mg.; oxtriphylline, Warner-Chilcott Labora-
200 mg. : racephedrine, 20 mg. tories.

Co-Elorine 25 . ._ Ct\r;;ulez:sAmobn-hitd. 8 mg.; tricyclamol chlo- Eli Lilly and Co.
ride, mg.

Co-Elorine 100 ___ .__.____ Capsule: Amobarbital, 16 mg.; tricyclamol Do.

chloride, 100 mg. -
Cold Prepavation, specinl . Tablet: Phenobarbital, 8.1 mg.: chlorphenira- Knight Pharmacsl Co.
mine maleate, 2 mg: pseudoephedrine hydro-
chloride, 60 mg. ;salicylamide, powder, 300mg.
Covadil ._.—. -..-.-..-..~ Tahlet: Butabarbital sodium, 20 mg.: pents- The Blue Line Chemical Co.
- erythrito] tetranitrate, 15 mg.
Dactil with phcnobarbital. Tablet:  Phenobarbital, 16 mg.: piperidolate Lakeside Laboratories, Ine.
. hydrochloride, 60 mg. ) .
Dainite ..__..._ ......c.. Tablet: Pentobarbital sodium, 1 gr. amino- Mallinckrodt Chemical
phyline, 3 gr.; ephedrine hydrochloride, % Works.
gr.: aluminum hydroxide gel, dried, 215 gr.:
benzocaine, 3{ xr.
-- Tablet: Phenoburbital, 1§ gr.; aminophylline, 3 De.
gr.: ephedrine hydrochloride, 3 gr.: potas-
sium iodide, § gr.: aluminum hydroxide gel,
dried, 24 gr.; benzocaine, % gr.
Dainite Night ._. ... Tablet: Phenobarbital, 3 gr.; pentobarbital Do.
souium, 1 gr.: sminophylline, 4 gr.: alumi-
num hydroxide gel, dried, 214 gr.: benzo-
caine, Y% gr.
Darvicon PB ........_..... Tablet: Phencbarbital, 15§ mg.; oxyphencycli- Pfizcr Laboratories.
i - mine hydrochloride, 6 mg. .
Diatraegus .. . . ... ... Tablet: Diallylbarbituric ucid, ¥{ gr.;: nitro- Buffington’s, Inc.
glycerine, 1/250 gr.: sodiurm nitrite, 1 gr.;
tincture crataegus. 2 minims.

Dainite-K1
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Dis-Twopine .... ........._ Tablet: Diallylbarbituric acid, 14 gr.: stropine Do.

sulfate, 1/300 gr.; magnesium carbonate,
214 gr.: calcium carbonate, 334 gr.; bismuth
subcarbonate, 1 gr. .
Dilantin with phenobarbital Capsule: Phenobarbital, 14 gr.; -diphenylhy- Parke, Davis & Co.
dantoin sodium, 0.1 gm.

PO i Capsule: Phenobarbital, 34 gr.; diphenylhy- Do.
dantoin sodium, 0.1 gm.
Dolonil __ __. _....._.___. Tablet: Butabarbital, 15 mg.: phenezopyridine Warner-Chileott

hydrochloride, 150 mg.; hyoscyamine hydro- Laboratories.
bromide, 0.3 mg.

Donabarb - - Tablet: Phenolarhital, 1, gr.; powder extract Paul B. Eider Co., Inc.
belladonna, ¥ ar.

Donaphen, new special Tahlet : Phenohsrbital, 15 my. ; atropine sulfate, Burt Krone Co.

donaphen . 0.024 mg.: seopolamine hydrobromide, 0.0072

mg. ; hyoseyamine hydrobrumide, 0.128 mg.

Donna.Sed elixir ________ Elixir (5 cc.): Phenobarbital, 16.2 mg.; hyos- North American

. cyumine hydrobromide, 0.1037 mg.; atropine Pharmacal, Inc.

sulfate, 0.0194 mg.: hysocine hydrobromide,
0.0065 mg.

Donnasep oo oo... Tablet: Phenodbarbital, 8.1 mg.: phenazopyri- A. H. Robins Co., Inc.

dine hydrochloride, §0.0 mg.: methenamine
mandelate, 500 mg.:; hyoscysmine sulfate,
0.0519 mg.: atropine sulfate, 0.0097 mg.:;
hyoscine hydrobromide, 0.0033 mg.
Donphen . ... .._.._.._.. Tablet: Phenobarbital, 16 mg.; hyoscyumine Lemmon Pharmacat Co.
sulfute, 0.1 mg.; atropine sulfate, 0.02 mg.;
scopolamine hydiobromide, 8 ug.
Dormitel-HM __......__.. Tablet: Phenobarbital, 3% gr.; homatropine Buffington’'s Inc.
methylbromide, 1/84 gr.; strontium bromide,

1 gr.

Dynapin with phenobar- Tablet: Phenobarbital, 15 mg.: nitroglycerin, Key Pharmacal Co.
b e e m—em 0.5 mg.; pentaerythritol tetranitrate, 16 mg.

Capsule: Phenobarbital, 15 mg.; diphenylhy- Paul B. Elder Co., Inc.

- ememe - mmme—— dantoin, 134 gr.

Ephedrine and sodium Tablet: Sodium phenobarbital, 3 gr.: ephed- The Vale Chemical C
phenobarbital _____._____ -rine sulfate, 3 gr. ’ Ine.

Ephedrine sulfate and Tablet: Phencbarbital, 15 mg.: ephedrine sul- The Zemmer Co.
phenobarbital fate, 25 mz. X B

Ephedrine with phenobar-  Tablet: Phenobarbital, % gr.: ephedrine sul- P, J. Noyes Co.

bital fate, ¥ gr. .
Ercafital Tublet: Phenobarbital, 7.5 mg.; ergotamine The Blue Line Chemic
turtrate, 0.5 mg. ; caffeine, 60 mg. Co.

Ethrava-trate . ........... Tablet: Mephobarbital, 10 mg.; pentaerythrityl North American
tetranitrate, 20 mg.: ethaverine, hydrochlo- Pharmacal, Inc.
vide, 30 mg.

Eu-Phed-Amin ...ocooo.. Tablet: Phenobarbital, 30 mg.: aminophylline, Warren-Teed Pharmace
0.1 gm.; ephedrine sulfate, 30 mgz.; extract ticals Ine.
eupborbia, 0.1 gm.

Eu-Phed-Ital __...._....._ Tablet: Phenobarbitxl sodium, 30 mg.; ephed- Warren-Teed Pharmace
- rine sulfate, 30 mg.; extract euphorbia, 0.12 ticals Inc.
£m.
Fensobel _______.. SRR Tablet: Phenobarbital, 8.1 mg.; bellsdons ex- United States Vitamin

tract, 2.95 mg.: sluminum hydrochloride gel, Pharmaceutical Corp.
dried, 63 mg.; magnesium trisilicate, 63 mg. ;

bismuth subcarbonate, 32.5 mg.: magnesium

carbonate, 252 mg. ; precipitated calcium car-

bonate, 203.5 mg.: malt diastuse, 12.5 mg.:

peppermint oil, 3 mg.

Franol _.__.._... .._._..... Tablet: Phenobarbital, § mg.; theophylline, 130 Winthrop Laboratories.
mg. ; benzylephedrine hydiuchloride, 32 mg.
Homechol - . ve-wee .-= Tablet: Pentobarbital sodium, ¥.0 mg.; homs- Lemmon Phaimaca! Co.

tropine methylbromide, 2.5 nig. ; dehydrocho-
lic acid, 60.0 mg.: ox bile extruct, 150.0 mg.

H [ -~ Tablet: Pentobarbital sodium, 15 mg.; bomat- Lemmon Pharmacal Co.
ropine methylbromide, 2.5 mg; magnesium
trisilicate, 300 mg.

H.P-A (modified) _.___.._ Tablet: Phenobarbital, 3 gr.; aspirin, § gr.; Paine Drug Co.
extract hyoscyamus, 3 gr.
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Tablet : Phenobarbital, 15 mg.; hyoscyamine
sulfste, 0.1277 mg.:; atropine sulfate, 0.0233
mg.; hyoscine hydrobromide, 0.0094 mg.

Hybephen elixir _______._ Elixir (5§ cc.): Phenobarbital, 16 mg.; hyoscy-
amine sulfate, 0.1277 mg.: atropine sulfate,
0.0233 mg. ; hyoscine hydrobromide, 0.0094 mg.

Tablet: Amobarbital, 15 mg.; dehydrocholic
scid, 200 mg.: scopolamine methylnitrate,
0.8 mg.: ox bile deniccated, 50 mg.

Elixir (5 cc.): Phenobarbital, 16 mg.: bella-

Hybeph

Hydrochol plus

Hylt;-ouu sntispasmodic

elixir ... donna alkaloids, 0.2 mg.
Hytrona antispasmodic Tablet: Phenobarbital, 16 mg.; belladonna
tablets ... ____ ____. alkaloids, 0.2 mg.
Hoealm ... _______.__ "Tablet: Methobarbital, 30 mg.; methscopola-
mine nitrate, 2.5 myg.; d-calcium pantothen-
b ate, 25 mg.
Isordil with phenobarbital_ Tablet: Phenobarbital, 15 mg; isosorbide dini-
trate, 10 mg.
Isuframol . ... ...____ Tablet: Phenobarbital, 8 mg.: theophyline.
130 mg. ; benzylephedrine, 32 mg. ; isoprotere-
- nol hydrochloride, 10 mg.
Isufranol, mild ... ...._. Tablet: Phenobarbital, 8 nig. ;" theophylline, 130

mg.; benzylephedrine, 32 mg.; isopruterenol
hydrochloride, 6 mg.

Elxir (15 cc.) : Phenobarbital, 6 mg.; isopro-
terenol hydrochloride, 2.6 mx.; ephedrine
sulfate, 12 mg.; theophylline, 45 mg.; potas-
sium iudide, 150 mg.

Tablet : Phenubarbital, 34 gr. :
% &r.: kaolin collvidsl, 184 gr. .

Tablet: Phenobarbital, 8 mg.; methscopola-
mine nitrate, 2 mg.; cellulase, 9 mg. ; pan-
crestin, 500 mg.: glutamic acid hydrochlo-
rvide, 200 mg.; ox bile extract, 100 mg.;
pepsin, 150 mg.

Kavatrate ... ....cccceeae. Tablet: Phenobarbital sodium, Y gr.; vers.

trum veride, % gr.: mistletoe, 3, gr.:
‘hawthorn tincture, 30 ainims; sodium ni.
trite, 1 g

Kie with phencbarbital ___ Tablet: l‘hcnoﬁ-rbilal, 16 mg.; potassium

iodide, 400 mg.; ephedrine sulfate, 24 mg.

Isuprel compound elixir _.

Kaphebel
Kanumodie

belladonna root,

Kiophylta _____________._
Librax
Luftodill suspension ... ._

150 mg.; potassium iodide, 125 mg.
Capsule: Chlordiazepoxide hydrochloride §
mg. and clidinium bromide, 2.5 mg.
Suspension (5 cc.): Phenobarbital, 8 mg.;
theovhylline, 50 mg.; ephedrine hydrochio-
ride, 12 mg.: glycery! gualacolate, 100 mg.

Luftodil tablets _____..... Tablet: Phenobarbital, 16 mg.; theophylline,
. 100 mg.; ephedrine hydrochloride, 24 mg.:

.. glyceryl gualacolute, 200 mg.
Lutyllin-EP __.__ ... __ Tablet: Phenobarbital, 16 mg.; lufyllin (dy-
vhylline), 100 mg.: ephedrine hydrochloride ;

- 1t mg.
Magnesium hydroxide-phe- Tablet: Phenobarbital sodium, 15 mg.: mag-
nobarbital compound . . nesium hydroxide, 300 mg.; atropine sulfate
with aromatics, 0.12 mg.
Maiglyn ecompound __...._ Taklet or suspension (5 ec.): Phenobarbital,
, 16.2 mg.; belladunna alkaloids, 0.162 mg.;
dihydrexy aluminum aminoacetate, 0.5 gm.
‘Tublt: Phenvbarbital, 16 mg.; mannitol hexa-
nitrate, 32 mg.
Menniphen with rutin ____ . Tablct: Phenobarbital, 16 mg.: mannitol hexa-
nitrate, 32 mg. ; rutin, 20 mg.
Mannitol h:‘xunnr-te with Tablet: Phenobarbital, 34 gr.;
'l. T 3 ul

Manniphen

mannitol hexa-

- —— nitrate, ¥, gr.

DO e wew-= Tablet: Phenobarbital, % gr.: mannito] hexa-
uitrate, ¥ gr.

Maxito) oo mn e Taubler: Phenobarbital, 15 mg. ; mannitol hexa-

nitrate, 15 mg.; rutin, 15 mg.; ascovrbic acid,
15 mg.

136

Tablct: Fhenobarbitul, 15 mg.; sminophyllin,

The S. E. Massengil Co.
Do.
Paul B. Elder Co., Inc.

Pitman-Moore.
Do.
VV‘Var'r‘en-Teed
Pharmaceuticala Ine.
Ives Laboratories, Inc.
Wintluop Laboratories.

Do.

Da.

Paul B. Elder Co., Inc.
Dorsey Laboratories.

Key Pharmacal Co.

Laser Inc.
G. D. Searle & Co.
Roche Laboratories.

Mallinckrodt Chemical
Worl

Do.
Do.
McNeil Laborstories, Inc.

Brayten Pharmaceutical

The Vale Chemical Cu.,
Inc.
Do.
P. J. Noyes Co.
The Blue Line Co.

Burt Krone Co.
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Menrium $-2 o __
Menrium §-4 —coeoccocnao
Menrium 10-4 ...
Meprane phenobarbital .
Mesopin-PB  co e
Metamine with butabar-

bital e
Do

Mexal . o e
Milprem-200 ... .. .-..
Milprem-100 ... ... ...
Milpath-200 __ ___ ... .
Milpath-100 -
Miltrate-10 . __.____.
Miltrate20 . oo
Monomeb _ .. ____._ . -

Mudrane e meenen
Mudrane GG elixiv P

Nactisol . oo i cmans

Natrona compound _____.
Neocholan e -—
Nitrased e

Nophesan tablets _________

Novalene ..o

Oxsorbil-PB .

Paminal elixir

Pamine PB elixir oaen.__
Pamine PB, half -tmz@h_

Pediatric piptal anti-
pyretic .

Tablet: Chlordiazepoxide, 6 mg. and water-
suluble esterfied estrogens, 0.2 mg.

Tablet : Chlordiazepoxide, 5§ mg. and water-
soluble esterficd estrogens, 0.4 mg.

Tablet: Chiordiazepoxide, 10 mg. and water-
soluble esterfied estrogens, 0.4 mg.

Tablet: Phenobarbital, 16 mg.; prometbestrol
diprupionate, 1 mg.

Tablet or elixir (5 cc.) : Phenobarbitsl, 16 mg.;
homatropine methylLromide, § mg.

Tablet: Butabarbital, 16.2 mg.; trolnitrate
phosphate, 2 mg.

Tablet: Butabarbital, 48.6 mg.; trolnitrate
phosphate, 10 mg.

Tablet: Phenobarbital, 16 mg.: mannitol hexa-
nitrate, 32 my.

Tablet: Meprobamate, 200 mg. conjugated es-
trogens—equine, 0.4 mg.

Tablet: Meprobamate, 400 mg. conjugated es-
trogens--equine, 0.4 mg.

Tablet: Meprobamate, 200 mg.; tridihexethyl
chioride, 25 mg.

Tablet ;: Meprobamate, 4% mg.; tridihexethy}
chlovide, 23 my.

Tablet : Meprobamate, 200 mg. ; pentaerythritol
tetranitrate, 10 mg.

Tablet : Meprobamate, 200 mg. ; pentaerythritol
telranitrate, 20 mg.

Tablet : Mephobarbital, 32 mg.; pentlienate
bromide, 5 mg.

Tublet: Phenvbarbital, 21 mg.; potassium
fodide, 195 mg.: aminophylline, 130 mg.;
ephedrine hydrochloride, 16 mg. -

Elinir (5 cc.): Phenobarbital, §.4 mu.; theo-
phylline 20 mg.: ephediine hydrochloride, 4
mg.; glyceryl guaiacolate, 20 my.

Tublet: Butabarbital sodium,. 15 mg.; puldine
methvlsulfate. 4 ma.

Tablet: Phennbl}biul. 15 mg.: extract baw.
thorn berries, 30 mg.: extract mistletoe, 15

mg.; sodium nitrite, 60 mg.; sodium biear- .

bonate, 0.2 gm.,

Do.
Do.
Do.
Reed & Carnrick.
Endo Laboratories Inec.
Pfizer Laboratories.
Do.
The S. E. Massengil! Co.
Wallace Pharmaceuticals.
Do. '
Da.
Wallace Pharnisceuticals.
Da.
Do.
Winthrop Laboratories.

Wm. P. Poythress & Co.,
Ine.

Do
McNeil Laboratories, inc.

‘The Zemmer Co.

Pitman-M

Tablet: Phenobarbital, 8 mg.; dehydrocholic
acid, 250 mg.; bile extract, 15 mg.; hom-
atropine methylbromide, 1.2 mg.

Tablet: Phenobarbital, 8 mg.; atropine sul-
fate, 0.10 mg.; magnesium trisilicate, 0.6

gm.

Tablet: Secobarbital, 15 mg.: nitroglycerin,
0.4 mg.; pentaerythrityl tetranitrate, 15 me.

Tablet: Phenobarbital, 8 mg.; acetylsalicylic
acid, 300 mg.

Tablet: Phenobarbital, 16 mg.; ephedrine sul-
fate, 24 mg.; potassium iodide, 162 mug.;
calcium lactate, 162 mg.

Capsule: Phenobarbital, 7.5 mg.: belladonna
extract, 7.6 mg.; dehydrochloric acid, 32
mg. ; desoxycholic acid, 32 mg.; ox bile ex-
tract, 66 mg. ; sorbitan mono-oleate, 160 mg. ;

:__oleic acid, 180 mg.

Elixir (6 ec.): Phenobarbital, 8 mg.; methsco-
polamine bromide, 1.26 mg.

Elixir (5 cc.): Phenobarbital, 8 mg.;: methsco-
polamine bromide, 1.25 mg.

‘Tablet: Phenobarbital, 8 mg.; methscapola-
‘mine bromide, 1.26 mg.

Solution (0.6 cc.): Phenobarbital, 3 mg.;:

p{)penzohh bromide, § mg.; acetaminophen,
mg.

The 5. E. Massengill Co.

Lemmon Pharmacal Co.
P. J. Noyes Co,
Lemmon Pharmacal Co.

Ives Laboratories, Inc.

The Upjohn Co.

Do.
Do.

Lakeside Laboratories, Inc.
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Pediatric piptal with Solution (0.5 ec.{ : Phenobarbitsl, 3 mg.; Do.
phenobarbital pip late bromide, 2 mg.
Pencetylon .o 'r-bm- Phenobarbital, % gr.; acetylsalicylic Paul B. Elder Co., Inc.

Pentaerythrityl tetranitrate
wig; phenobarbital

Peribar L-A No. 1

Ptrltnz with plunoa

Peritrate with pheno-
barbital SA
Phedorine

Phenobarbital! and atropine

Phenobarbital with atro-
pine sulfate
Phenobarbital with atro-
pine sulfate No. 2 ..
Phenobarbital and atro-
pine sulfate __ ...
Phenobubih.l and atro-
pine N emmmem——————
Phenob.rbiul and atro-
pine No. 2 . ____
Phenobarbital and aho-
pirﬁe uble'.s

Phencbarbital and atro-’
pine tablets No. 2 __..._

Phencbarbital and atro-
pine tablets No. 8 .._.__

Phenobarbital and bella-

Phenobarbita! and bella-
donns No. 2 ._ ..o

Phenobearbital with man-
nito] hexanitrate .___.__

Phenobarbital with man-
nitol hexanitrate ..

Phenoblrblul sodium atro-
pine No. 1

Phenobarbital ‘sodium atro-
pine No. 2

138

acid, § gr

Tablet: Phenoblrbiul 16 mg.; pentaerythrityl
tetranitrate, 10 mg

Tablet: Phenoh-rblul 18 mg.: pentaerythrityl
tetranitrate, 20 mg.

Tablet: Phenobarbital, 16 mg.; pentaerythrityl
tetranitrate, 10 mg.
Tablet: Butabarbital sodium, 10 mg.; reser-

xl;;ne, 0.08 mg.; pentaerythrityl tetranitrate,
mg.
Tablet : Butabarbital sodium, 16 mg.: pent

P. J. Noyes Co.
Do.

North American Phar~
macal Co.

McNeil Laboratories, Ine.

The Z Co.

thrityl tetranitrate, 10 mg. ¥

‘Tablet: Phenobarbital, 48.6 mg.:
thrityl tetranitrate, 30 mg.

Tablet : Phenobarblul 15 mg.: pentaerythrityl
tetranitrate, 10 m

Tablet: Phenoblrhiul
tetranitrate, 20 mg.

Tablet: Phenobarbital, 46 mg.; pentaerythrityl
tetranitrate, 80 mg-

Tablet: Diallybarbituric acid, 16 mg.: extract
stramonium, mg. (alkaloids 0.0015 gr.):
ephedrine, 8 mg. : theophyline, 100 mg.

Tablet: Phenobarbital, 3, gr.; atropine sulfate,
1/500 gr.

pentaery-

16 mg.: pentaerythrityl

i B0 el e cmmccccmc—crce comsmrma——
Tablet: Phenobarbital, 3 gr.: .tropine sulfate,
1/250 gr.

Tabict: Phenobarbital, 8 mg. ;- ltropme -ulfnte
0.06 mg.

‘Tablet : Phenobm bital,
fate, 0.12 mg.

Tablet: Phenobnjhiu!. 34 gr.: atropine sulfate,
1/200 gr.

Tablet: Phenobarbital, 16 mg. ; atropine sulfate,
0.13 mg. -

Tablet: Phenobnrbn-l 8 mg.: stropine sulfste,
0.65 mg. ~

Tablet Phenobnblt‘l 8 mg.: atropine sulfate,

15 mg.; stropine sul-

1/10

Tnhlot H Phenub-rbiul, 16 mg. ; stropine sulfate,
1/500 gr.

'l‘llb/l;(t] Phenoburbiul 14 gr.; atropine suifate,

T-;,J/l;:; : Phenolurblt-l 14 gr. ; atropine sulfate,

Tablet: Phenobsrbltnl. 4 Er.: belladonna leaves
15 gr. (tota) mlkaloids 0.0016 gr.).

lelet' Phenobarbital, 1, gr.:; belladonna ex-
tract, 1 gr.

Tablet: Phenobarbital, 16 mg.; belladonna ex-
tract, 8 mg. :

Tablet: Phenobarbital, 34 gir.: belladonna ex-
tract, ¥ gr. (alkaloids 0.00166 gx.)

Tablet: Phenobarbital, 7.6 mg., mannitol hexa-
nitnle. 156 mg. ; ascorbic scid powder, 25 mg.
rutin, 25 m

Tablet: Phenobnrblul. 1, er.:
nitrate, 14 ¢

Tablet : Phenobnrbltul sodium, 8 mg.: atropine
suifate, 60 ug

Tablet: Phenobarbital sodium, 16 mg.; stropine
sulfate, 120 ug.

mannitol hexa-

‘Whittier Laboratories, Inc.

‘Warner-Chilcott
Do.

Do.
Buffington's Inec.

Thé Blue Line Chemical
Ou

Meyers & Co.

Paine Drug Co

The Vale Chemical
Inec.

‘The Zemmer Co.

Co.,

‘The Zemmer Co.

Buffington's Inc.

. Pitman-Moore.

Do. .
P. J. Noyes Co.
Da.
Do.
Do. ’
The Vale Chemical Co., Inc.
Paine Drug Co.
Eli Lilly and Co.
The Upjohn Co.

Paul B. Elder Co., Inc.
,() H uro;‘d )M. Harter,
Meyer ll)ﬂg & Surgical
McNeil L:bor-torkl

Do.
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Tedrale2b e aeeee
Tedral B.A. o omecae
Tensodin — oo omicccenn

Theobarb . .o een
Theobarb-R o cccceeccaann
Theobarb special -

Theobromine and pheno-
barbital ..
Theobtomme-pbenobarbiul

DO o eeemm
Theobromine-phenobarbital
compound oo aean -

Theobromine with pheno-
barbital No. 1 _._..._..
Theobromine and sodium
acetate with phenobayr-
bital .. e
Theobromine sodium
saliciylate with pheno-
barbital e
Theocsrdone No. 1 .__...-

Theocsrdone No. 2 ...
Theodide . ccv.ucammanea
Theoglye ina‘te- -v;{t.h. Tace-
phedrine and phenobar-
bital .. it caee
Theopluphen e imt e eemmm
Theominsl . .
Theominal M ..... ...
Theominal R S e

Theophen ... ....... ..o

Theorate . ... Cee .
Thymodyne R

Trocinate with phcnu-
barbita! .-

Tablet : Phenobarbital, 8 mg.; atropine sulfate,
0.13 mg.; ealcium carbonate, 227 mg.; mag-
nesium hydroxide, 162 mg.

Tablet: Pentobarbital, 8 mg.; sapirin, 324 mg.

Tablet : Phenobarbital, 16 mg. ; theobromine sal-
feylate, 0.4 gm.; csleium sslicylate, 0.06 gm.

Tablet : Butabarbital, 25 mg.: theophylline, 130
mg.; ephedrine hydrochioride, 24 mg.

Tablet : Phenobarbital, 26 mg.: theophylline,
150 mg.; ephedrine hydmchloridc. 48 mg.

Tablet : Phenobarbital, 16 mg. ; ethaverine hy-
drochloride, 30 mg. ; thenphylhnc cnlcmm sal-

. ieylate, 200 mg.

Tablet: Phenobarbital, 16 mg.: nitroglycerin,
0.26 mg.: sodium nitrite, 32 mg.: podophyl-
lin, 1 mg.; extract beef bile, 16 mg.

Tablet: Phenobarbital, 8 mg. ; theophylline, hy-
drous, 100 mg. ; ephedrine hydrocloride, 25 mg.

'l’l::)zlet‘ Phenobarbital, 32 mg.; theobromine,

mg.

Tuh!et. Phenohlblul. 10 mg.; reserpine, 0.1

: theobromine, 324 ma.
Tnblzt: Phenobarbital, 16 mg.; theobromine,

325 mg.

Tnob;et: Phenobarbital, 16 mg.; theobromine,
.3 gm.

Tablet- Phenobarbital, 30 mg.; theobromine,

0.3 g

Tnsbz,l:t Phenobnrbiul 32 mg.: thcobromine,

mE.

Tablet : Phenobarbital. 14 gr.: theobromine, 2%
€r.; potassium iodide, 2% gr.; potassium bi.
carbonate, 2 g - . .

Tahlet: Phenobsrbital, 15 mg.; theobromine,

324 mg.
Tablet : Phenobarbital, 1§ gr.; theobramine and
sodium acetate, 3 gr.

Tablet : Phenobarbital, 15 mg. ; thcobromine so-
dium s.licyh}e. 300 mg.

Tablet: Phenobarbital, 15 mg.: theobromine,

300 mg..
Tablet: Fhenobaibital, 30 mg.; theobromine,
300 mg.

Tablet: Phénobarbital, 3, gy.: potassium iodide,
214 gr. ; theobromine svdium salicylate, 214 gr.

" Tablet: Phenobarbital, 16 mg.; theophylline

sodium glycinate, 324 mg.

Tablct: Phenobarbital, 16 mg.: theaphylline-
sodium glycinate, 324 mg.: racephedrine hy-
drochloride, 24 mg.

Tablet: Phenobarbital, 15 mg.: theshromine
rodium salicylate, 0.2 gm.; ealcium lactate,
0.1 mg.

Tallet: Phenoburbital, 32 mg.: theabromine,

3 mg.

Tablet: Phenobarbital, 16 mg.; thesliumine,
320 mg.

Tablet: Phenolarbital, 10 my.; thevbromine,
320 mg. ; alseroxylon, 1.5 mg.

Tablet: Phenobarbital, % gr.; theobromine so-
giﬁ/zm salicylate, 6 gr.: ecalcium carbonate,

Tablet: Phpnobnrh:tnl 16.2 mg.: theolrumine,
424 mr.

‘I'sblet : Phenobarbitel, 22 mg. ; theophyltine an-
hydrous, 130 mg. ; ephedrine sulfate, 24 mu.

Tublet: Pher sbarhital, 16 mg.: thiphenamil
hydrochlaride, 100 mg.

North American
Pharmacal, Inc.

Wm. P. Poythress & Co.,

Inec.
Da.

Warner-Chileott
Laboratories.

Warner-Chileott
Laboratories.

Knoll Pharmaceuticst Co.

P. J. Noyes Co,

‘s he Zemmer Co.
Mallinckrodt Chemical
Waorks.
Do,
Do.
P. J. Noyes Co.
The S. E. Massengill Co.

‘The Upjohn Co.

Do.
Buffington’s, Inc.
Pau! B. Elder Co., Inc.

The Zemmer Co.

tasck Laboratories, Inc.
Hazck Laboratories, Inc.
‘The Vale Chemical Co., Inc.
Brayten Pharmaceutics! Co.

Brayten Pharmaccutical Co.
The 8. E. Massengill Co.

Winthrop Laboratories.
Da.
Do.
The Vale Chemical Co., Inc.

Whittier Lahoratories, Inc,
. 4. Noyes 5o,

Wm. I’. Poythress & Co.,
Inc.
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EXCEPTED PRESCRIPTION DRUGS—~Continued

Trade name or other
designation

Compesition

Manufacturer or supplier

Pheinolnrbiul sodium atro-
ne
Plrenoblrbital and sodium

nitrite
Pbenoh‘rlrlul theocalein -

Phenod tablets
Phenodrox o ccemcanmen
Phyldrox —occmmeacaooan-
Piptal PHB elixir ..

Piptal PHB tablets ———__

Prantal with phenobarbital

Premarin with pheno-
barbi

T ——m cmmme tmmm———

Prob‘bl; t.hlme with pheno-

Propenite .. ... - ...

Prydonnal Spansule ....

Quintrate with nitro-
glycerin and phenobarbital
Quintrate with pheno-
baybital
Do

Robinul-FH
Raobinul-PH forte ..
Ruhexatal

Rutol . PR
Salisil with phenobarbital
Selbella .. _ ...
Sed-Tens

fiy

Sodium nitrite with phena.
barbital

140

Tablet : Phenob.rht-l sodium, 20 mg. ; stropine

sulfate, 200

T‘blet Phenobnrbiul 34 gr.; sodium nitrite,

Tnblet: Phenobarbital, 16 mg.;
ecaleium salicylate, 0.5 gm.

Tablet: Phenobarbital, 3¢ gr.; tincture bella-
donns, 6 minims.

Tablet: Phenobarbital, 14 gr.; atropine sulfate,
1/500 gr.; mnznnlum trillhclu. 4 gr.; alu-
minum hydroxide gel, dried, 4 gr.

'rublet Phenobarbital, 156 mg.; neothylline, 100

; ephedyine sulfate, 25 mg.

Elhir (5ce.) @ Phenoblrblul 18 mg.; pipenzo.
late bromide, 5 mg.

Tablet: Phenobarbital, 16 mg. ; pipenzolate bro-
mide, 5 mg.

Tablet: Phenoharbital,
methylsulfate, 100 mg.

Tablet : Phenobarbital 32 mg. ; conjugated estro-
Rrexns-equine, 6.626 mg.

Tablet : Phenobarbitsl, 15 mg. ; probanthine, 16

mg.
anhlset : Phenobarbital,

theobromine

16 mg.; diphemanil

16 mg.: probanthine,

Tablet: Phrnubmblul sodium, 12 mg.; sodium
mtnt.e 60 mg.; hawthorn berries extract, 120
mg. ; mistlctoe extract, 60 mg.

Cumulc. Phenobarbital, 66 mg.; belladonna al-
kaloids, 0.4 mg. (hyu.cynmine sulfate, 0.305
mg. ; atropine sulfate, 0.06 mg.; scopolamine
hy-lrobromide. 0.035 my.).

Tablet : Pher barbital, 24 ing.; ephediine hy~
drochloride, 24 mg: theophylline caletum sal-
feylate, 130 mg. ; potassium jodide, 300 mg.

Suspension (5 cc.): Phenobarbital, 12 mg.:
ephulrine hydrnch]uride. 12 mg.; theophyllme
culcium salicylate, 66 mg. ; rotassium iodide,
160 mg.

Tublet: Phenobajlitul, 15 mg.:

tacrythrityl
tetranitrate, 2 ine, 0.4 ¥

me. : mhog!yccx ine, 0.4 mg.

‘Tabler: Phenulm:bunl 1§ mg.; pentaerythrityl
tetranilrate, 10.my.
Tablet: Phenolarbitul. 15 mg.; pentue:ythrityl

tetranityate, 20 mg.
Tablet: Phenobarintal,
Iate, 1.0 mg.
Tablet : Phenobarbital,
late, 2.0 mg.
Tablet: Phenobarbital, 15 mg. ; mannitol hexanis

16.2 mg.: glycopyrro-

16.2 mg.; glycopyrro-

rate, 30 myr.; ascorbic acid, 10 mg; rutin,
20 mg.

Tabdet : Phencliatbital, £ 0 my. ; mannitol hexa-
nitrate, 16 mg.; rutin, 10 mg.

Tablet: Phenobarhital, 1, gr.; acetylsalicylic
‘acid, 5 ge.: mugnesium trisilieste, 2 gr.

Tablet: Phenobarbita), 1, gr.; aluminum hy-

dveanide, § wr.; belladonna oxtract, 14 g,

Talbdet (12 hyoi: Amohahital, 50 mg. : homatro-
pine methviliomide. 5 65 me.

Tablet: Butabarbital sodium, 16 mg.: simethi-
cone, 25 mg.; bellndonna extract, 16 mg.
(total alkaloids, 0.20 mg.).

Tablet : Phenobarbital sodium, ¥ g1.: sodium
nitrite, 1 gr.; sodium bicarbonate, 2 gr.;
hawthorn berrvies, fluid extract, 3% minim.

Tablet: Phenobarbital, % gv.; sodium nitrite,

1 gr,
Tablet: FPhenobarbital,

15 mg.: homatropine
metbylbromide, 2.5 mg.

Do.
P. J. Noyes Co.
Knoll Pharmaceutical Co.
Flint Medical & Surgical
Nost‘:gpl‘:u(:ricm Pharmacal
Ine.
Lemmon Pharmacal Co.
Lakeside Laboratories, Inc.
Do.
Schering Corp.
Ayerst Laborstories.
G. D. Sesrle & Co.
Do.
The Zemmer Co.

Smith Kline & French
Laboratories.

Knoll Pharmaceutical Co.

Do.

Paul B. Elder Co., Inc.
(Glynn A. Beard).
-Paul B, Elder Co., Ine.
(Glynn A. Beard).

Do.
A. H. Robins Co., Inc.
Do.

Lemmon Pharmacal Co.

Pitman-Mooye.

Paul B. Elder Co., Inc,
Wyeth Laborstories.
Temmon Phsrmscal Co.

Plough Laboratories, Inc.
Paine Drug Co.

Buffalo Pharmacecutical
Supply Corp.
Key Pharmaceuticals, Inc.



EXCEPTED PRESCRIPTION DRUGS—Continued

Trade name or other
designation

Composition

Manufacturer or supplier

Tedrale2b e aeeee
Tedral B.A. o omecae
Tensodin — oo omicccenn

Theobarb . .o een
Theobarb-R o cccceeccaann
Theobarb special -

Theobromine and pheno-
barbital ..
Theobtomme-pbenobarbiul

DO o eeemm
Theobromine-phenobarbital
compound oo aean -

Theobromine with pheno-
barbital No. 1 _._..._..
Theobromine and sodium
acetate with phenobayr-
bital .. e
Theobromine sodium
saliciylate with pheno-
barbital e
Theocsrdone No. 1 .__...-

Theocsrdone No. 2 ...
Theodide . ccv.ucammanea
Theoglye ina‘te- -v;{t.h. Tace-
phedrine and phenobar-
bital .. it caee
Theopluphen e imt e eemmm
Theominsl . .
Theominal M ..... ...
Theominal R S e

Theophen ... ....... ..o

Theorate . ... Cee .
Thymodyne R

Trocinate with phcnu-
barbita! .-

Tablet : Phenobarbital, 8 mg.; atropine sulfate,
0.13 mg.; ealcium carbonate, 227 mg.; mag-
nesium hydroxide, 162 mg.

Tablet: Pentobarbital, 8 mg.; sapirin, 324 mg.

Tablet : Phenobarbital, 16 mg. ; theobromine sal-
feylate, 0.4 gm.; csleium sslicylate, 0.06 gm.

Tablet : Butabarbital, 25 mg.: theophylline, 130
mg.; ephedrine hydrochioride, 24 mg.

Tablet : Phenobarbital, 26 mg.: theophylline,
150 mg.; ephedrine hydmchloridc. 48 mg.

Tablet : Phenobarbital, 16 mg. ; ethaverine hy-
drochloride, 30 mg. ; thenphylhnc cnlcmm sal-

. ieylate, 200 mg.

Tablet: Phenobarbital, 16 mg.: nitroglycerin,
0.26 mg.: sodium nitrite, 32 mg.: podophyl-
lin, 1 mg.; extract beef bile, 16 mg.

Tablet: Phenobarbital, 8 mg. ; theophylline, hy-
drous, 100 mg. ; ephedrine hydrocloride, 25 mg.

'l’l::)zlet‘ Phenobarbital, 32 mg.; theobromine,

mg.

Tuh!et. Phenohlblul. 10 mg.; reserpine, 0.1

: theobromine, 324 ma.
Tnblzt: Phenobarbital, 16 mg.; theobromine,

325 mg.

Tnob;et: Phenobarbital, 16 mg.; theobromine,
.3 gm.

Tablet- Phenobarbital, 30 mg.; theobromine,

0.3 g

Tnsbz,l:t Phenobnrbiul 32 mg.: thcobromine,

mE.

Tablet : Phenobarbital. 14 gr.: theobromine, 2%
€r.; potassium iodide, 2% gr.; potassium bi.
carbonate, 2 g - . .

Tahlet: Phenobsrbital, 15 mg.; theobromine,

324 mg.
Tablet : Phenobarbital, 1§ gr.; theobramine and
sodium acetate, 3 gr.

Tablet : Phenobarbital, 15 mg. ; thcobromine so-
dium s.licyh}e. 300 mg.

Tablet: Phenobarbital, 15 mg.: theobromine,

300 mg..
Tablet: Fhenobaibital, 30 mg.; theobromine,
300 mg.

Tablet: Phénobarbital, 3, gy.: potassium iodide,
214 gr. ; theobromine svdium salicylate, 214 gr.

" Tablet: Phenobarbital, 16 mg.; theophylline

sodium glycinate, 324 mg.

Tablct: Phenobarbital, 16 mg.: theaphylline-
sodium glycinate, 324 mg.: racephedrine hy-
drochloride, 24 mg.

Tablet: Phenobarbital, 15 mg.: theshromine
rodium salicylate, 0.2 gm.; ealcium lactate,
0.1 mg.

Tallet: Phenoburbital, 32 mg.: theabromine,

3 mg.

Tablet: Phenobarbital, 16 mg.; thesliumine,
320 mg.

Tablet: Phenolarbital, 10 my.; thevbromine,
320 mg. ; alseroxylon, 1.5 mg.

Tablet: Phenobarbital, % gr.; theobromine so-
giﬁ/zm salicylate, 6 gr.: ecalcium carbonate,

Tablet: Phpnobnrh:tnl 16.2 mg.: theolrumine,
424 mr.

‘I'sblet : Phenobarbitel, 22 mg. ; theophyltine an-
hydrous, 130 mg. ; ephedrine sulfate, 24 mu.

Tublet: Pher sbarhital, 16 mg.: thiphenamil
hydrochlaride, 100 mg.

North American
Pharmacal, Inc.

Wm. P. Poythress & Co.,

Inec.
Da.

Warner-Chileott
Laboratories.

Warner-Chileott
Laboratories.

Knoll Pharmaceuticst Co.

P. J. Noyes Co,

‘s he Zemmer Co.
Mallinckrodt Chemical
Waorks.
Do,
Do.
P. J. Noyes Co.
The S. E. Massengill Co.

‘The Upjohn Co.

Do.
Buffington’s, Inc.
Pau! B. Elder Co., Inc.

The Zemmer Co.

tasck Laboratories, Inc.
Hazck Laboratories, Inc.
‘The Vale Chemical Co., Inc.
Brayten Pharmaceutics! Co.

Brayten Pharmaccutical Co.
The 8. E. Massengill Co.

Winthrop Laboratories.
Da.
Do.
The Vale Chemical Co., Inc.

Whittier Lahoratories, Inc,
. 4. Noyes 5o,

Wm. I’. Poythress & Co.,
Inc.
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EXCEPTED PRESCRIPTION DRUGS—CUontinued

Trade name or other

designation Composition Manufacturer or supplier

Tricoloid .- eeme-—- ‘Tablet: Phenobarbital, 16 mg.; tricyclamol Burroughs Wellcome & Co.
chloride, 50 mg.

Triophen .. .._. . 'Tablet: Phenobarbital, 1§ gr.: stropine sulfate, The Vale Chemieal Co., Inc.
1/500 gr.; magnesium trisilicate, 7 gr. - .

Valpin-PB ________. _ Tablet or elixir (5 cc.): Phenobarbital, 8 mg.; Endo Laborstories, Inc.
anisotropine methylbromide, 10 mg.

Vasorutin Tablet: Diallylbarbituric acid, 3 gr.; nitro. Buffington’s, Inc.
glycerine, 1/250 gr.; sodium nitrvite, 1 gr.; :
tincture crataegus, 2 minims; rutin, 20 mg.

Veralzem - ..cocccmcmmeean Tablet: Phenobarbital, 16 mg. ; veratrum viride, The Zemmer Co.
650 mg. ; sodium nitrite, 60 mg.

Veratrite oo coemmmmaa Tablet: Phenobsibital, ¥ gr.; eryptenamine, Neisler Laboratories, Ine.

. 40 CSR (carvtlid sinus reflex) units; sodium
D nitrite, 1 gr. .
VeritAg ococcovcecmcns e Tablet: Phenobarbital, 16 mg. : veratium viride, S.J. Tutag snd Co.
R 40 mg. ; sodium nitrite, 66 mg.

Vertegus cce.meveaceamen= Tablet: Phenobarbital, 34 gr.; veratrum viride, Burt Y.rone Co.
% gr.; sodium nitrite, 1 gr.; mistletoe, 14
gy, ; huwthorn berries, 15 gr.

Veruphen _ oo Tablet: Phenobarbital, 15 mg.: rutin, 20 mg.; The Zemmer Co.
veratrum viride, 15 mg. ; sodium nitrite, 60 mg. .

Viritin - __. mmmemmem—m Tablet: Phenobarbital, 15 mg. ; mannitol hexa- Lemmon Pharmacal Co.

nitrate, 30 mg.: verstrum viride alkaloids,
) 1.5 mg. ; rutin, 20 mg.

W-T _._._.. rremeamm o Powder (4 gm.}: Phenobarbital, 15 mg.: bella-
donna extract, 10 mg. (0.12 mg. belladonna
alksluids) : benzocaine, 15 mg.; calcium car-
bunate, 1.56 gm.; magnesium oxide, 0.5 gm.;

. aluminum hydroxide gel, dried, 60 mg.

W-T ceeecmmrcimmeemrcemam Tablet : Phenobarbital, 1/16 gr.: belladonna ex-
tract, 1/24 gr.: benzocaine, 1/16 gr.: calcium
carbunate, 6 gr.: magnesium trisilicate, 3%
wr.; aluminum hydroxide gel, dvied, 214 gr.;
chlorophyll extract, 1.

Xaniophen ... oo Tablct: Phenobarbital, 16.2 mg.: thét;;romine.
162 mg.; cthylenediamine dihydriodide, 32.4
mg.

Zallogen compound .. Tablet: Phenobarbital, 8 mg.; tocamphyl, 76
mg.; homatropine methylbromide, 2.5 mg.

Zantrate o oocememeaeeee Tablet: Cycloyentenylallybarbiturvic acid, 3%

gr.: ephedrine sulfate, 33 gr.; theopbylline
anhyvdious, 2 gr.
Zem-Dab e . Tablet: Butabarbital sodium, 10 mg.; debydro-
chulic acid, 60 mg.; ox bile desiccated, 120
mg.; homatropine methylbromide, 2.5 mg.

No. 23 .. - - Tlahlet: Phefiobarbital, 14 gr.; saminophylline,
. gr. -
No. 35 .. ... " .. . .. Tablet: Phenubarbdital, ¥4 gr.; aminophylline,
. 1.5h gr.; ephedrine sulfate, 33 gr.
No. 36 ...coue-. .. .---- Tablet: fentabarbital sodium, ¥ gr.: ephedrine
. S aulfate, 33 gr.; aminvphylline, 3 gr.
No, 656 ....-. et aea Tablet: Phenolarbital, 14 gr.; extract bella-
donna, 14 gy,
No. 66 —-—-vv-vcev-u.-—wm- Tablet: Phenobarbital, 14 gr.; extract bella-
donna, 34 gr.
No. 76 oooeeeeoron.nen-w Tablet: Phenobarbital, 3§ gr.: belladonna, % &r.
NOo. B8 cvicee oee v e Ta’lﬂ;t: Phenobarbital, 1y gr.; aminophylline,
; 5 gr. .
No. 89 oo aa ’l‘lblset: Phenobarbital, 14 gr.: saminophylline,
0 KT
No. MY - Tablet: Phenobarbital, 14 gr.: ephedrine sul-
fate, 3 gr.
No. 186 . e Tablet: Phenobarbital, 20 mg.; homatropine
methylbromide, 5 mg.
No. 643 _._ —..—-.... —.- Tnblet: Phenoburbital, 14 gr.: theophylline, 2
gY.; ephedrine hydrochloride, 35 gr.
Rx. No. 4104 ___. ........ Tablet: Phenobarbital, 34 gr.; calcium carbon.

© ate, 734 gr.; magnesium oxide, 4 gr.; atro-
pine sulfate, 1/300 .
Rx. No. 4105 . . ... ... . 'Taublet: Phenobm bital, % gr.; calcium carbon.
ate, 10 gr.: atiupine sulfate, 1/300 gr.
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Warren-Teed Pharmaceuti-
calx, Inc.

Do.

Pitman-Maure.

The S. E. Massengill Co.
The Upjohn Co.

The Zemmer Co.

Stayner Corp.
Do.
Do,
Do.
Do.

Bariatric Corp.
Stayner Corp.

Stayner Corp.
Do.
Do.
Do.

The Zemmer Co.

Do.



EXCEPTED PRESCRIPTION DRUGS—Continmed

‘Trade name or other
designation Composition Manufacturer or supplier

Rx. No, 4108 _..._.. __ ... Caprule: Phennbarbital, 1§ gr.; atropine sul- Do.
fate, 1/300 gr.; calelum carbonate, 634 gr.:
magnesfum oxide, heavy, 2 gr.

Rx. No. 4128 ... ... Capsule: Phenobarbital, % gr.; bismuth sub- Do.
xalate, § gr.: exluct belladonna, %

Rx. No. 4126 ...... ... Capsule: Pentobarbital sodium, 16 mg.; extmt Do.
belladonna, 10 mg.

Rx. No. 4143 . __. .. ... Capsule: Phenobarbital, i gr.; aminophylline, Do.
1.5 xr.: potassium iodide, 1 xr.

Ra. No. 4152 . . . . _... Tsallet: Phenobarbital, %4 gr.: atropine sulfate, Do.
1,200 gv.

Rx. No. 4156 ......co.._. Tablet: Phenobarbital, 1§ gr.; atropine sulfste, Do.
1/1000 gr.; aluminum hydroxide gel, 8% gr-; .
keolin, 8% gr. .

Rx. No. 4170 ... __ Tablet: Phenobarbital, 34 gr.: atropine sulfate, Do.
1/200 gr.; calcium carbonate, 10 gr.

Rx. No. 4184 ___ .. ._____ Capaule: Sodium butabarbital, 15 mg.; bella- Do.

donna extract, 16 mg.

(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.22; filed Jul 9, 1974, 9:29 am: Unpublished; filed Jun 9, 1977, 8:55 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 IR 1341; readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 2-2-9 Application for exclusion of stimulant or depression compound; revocation
Authority: IC 35-48-3-1
Affected: IC 35-48-2-1

Sec. 9. Application for exclusion of a stimulant or depressant compound. (a) Any person seeking to have any non-narcotic substance which may, under the
Federal Food, Drug, and Cosmetic Act or state law, be lawfully sold over-the-counter without a prescription, excluded from any schedule, pursuant to IC 1971,
35-24.1-2-1(g) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended, may apply to the Indiana Board
of Pharmacy for such exclusion.

(b) An application for an exclusion under this section shall be approved by the Board, provided that such application shall contain a copy of the
Administration's approval for such request for an exclusion from the Federal Controlled Substances Act.

(c) Within a reasonable period of time after the receipt of an application for an exclusion under this section, the Indiana State Board of Pharmacy shall
notify the applicant of its acceptance or non-acceptance of the application, and if not accepted, the reason therefor. The Indiana State Board of Pharmacy
need not accept an application for filing if any of the requirements prescribed in paragraph (b) of this section is lacking or is not set forth so as to be readily
understood. If the applicant desires, he may amend the application to meet the requirements of paragraph (b) of this section.

(d) The Indiana State Board of Pharmacy may at any time revoke any exclusion granted pursuant to IC 1971, 35-24.1-2-1(g) [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.], as amended, upon a finding that such exclusion from the Federal Controlled
Substances Act was terminated, suspended or revoked. The revocation of the exclusion granted under this Act [IC 35-48] shall become effective upon the
board's notifying the person to whom such exclusion was granted by certified mail of such revocation. (Indiana Board of Pharmacy; Reg 28,Ch II,Sec 2.23;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-10 Excluded nonnarcotic substances, stimulant or depressant compounds
Authority: IC 35-48-3-1
Affected: IC 35-48-2-1

Sec. 10. Excluded non-narcotic substances, stimulant, or depressant compounds. (a) The Indiana Board of Pharmacy may exclude any non-narcotic
substance from a schedule if such substance may, under the Federal Food, Drug and Cosmetic Act or state law, be lawfully sold over-the-counter without a
prescription pursuant to IC 1971, 35-24.1-2-1(g) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as
amended, the drugs which were excluded by the Bureau or Administration on January 1, 1974 under section 201(g)(1) of the Federal Controlled Substances
Act (21 U.S.C. 811(g) (1)) have been excluded by the Indiana State Board of Pharmacy from the schedules of IC 1971, 35-24.1-2-4, 6, 8, 10, and 12
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.], as amended. The exclusion of these drugs by the Indiana
State Board of Pharmacy should not be construed as an adoption or rejection of the criteria by which these drugs were originally excluded. Any deviation from
the quantitative composition of any of the listed drugs shall require a petition for exclusion in order for that drug to be excluded. The following is a list of the
presently excluded non-narcotic substances under these regulations.
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EXCLUDED OYVER-THE-COUNTER DRUGS

Trade name ar other

denignation Composilien Manufaciurer or supplier
Amedidne — .. oo iccece. Tablet: Fhenobarbital, 8 mg i sminophyline, G.T. Searle & Co.
143 me-; raeephedrine bydrochloride, 25 mg.
Bronkolixir - . - c.cooeeo. Elixir @6 ee.): Phenobavbital, 4 mg. ; ephedrine  Breon Laboratories, Inc.

sulfate, 17 mg. ; glyeeryl guaincolate, GO mg. ;
theophylline, 16 md. -
Broakotabs . _. . vew Tablet: Thenvbarbital, 8 me. : ephedvine auol- Da.
fate, 24 me.; glyeeryl gusinsplste, 100 ma.;
theuphylline, 100 mg.
Primatens . .. .... .- Tablel: Phenobarbital, % gr.; ephedrine, % gr. Whitehall Laboratories.
Fynal ae vmrmrwion - Bolutiem for Sproy: dl-Desoxy drine HCL Blaine Co.
B2y antipyrine 0,287 | pyrilamine mmoleats
woL4: methyl dodeeylbenzyitrimethyl am-
mamium chleride L0244 § glyeering dehydrate

L6074
Tadlyal .. . .._ Tabwt: IPhepobarbitnl, & me.; theophylline, Warner-Chileott
130w § ephedvine hydmoehloride, 24 mg. Labovatories,
Tedral Anti-H .. .- Tablet: Phencbarbitel, 8 mg.: chlorphenira- D

mine maleate, £ mu. ; theophylline, 130 mg.;
ephedrine hydrochloride, 24 mae.
Tedral -hall at th . Tablet: Fhenobarhital, 4 . i theophylline, 63 D
vl omerlall wireng “mie.: eohedring hydrochloride, L2 M. :

Tedral Pedistyic Sua jom Buspendion (8 ec): Phensbarbital, 4 me Da.

pens ephedrine  hydrochlovide, 12 mg; theophyl-
line, 45 . .

itories double Suppositmy: IFhenobarbital, 168 mg.; theophyl- Thar,
“d::lq::ﬁm - m _If — e 260 mg. ; ephedrine hydrochloride, 48 me.

Tedral suppasitories vegular Buppository: Fhenobarbital, 8 mg.: Theophyl- Do,
atrangth - .. ... e line, 140 mg. ; ephedrine bydroehloride, 24 me,

Werequad ... .. . ....-—- Tablet: Phenobarbital, 8 mg. : theaphylline cul-  Knall Pharmaceutleal Co.

clum salieyloi=, 130 mg.; ephedrine hypdio.
chlvride, 24 mg. ; glyceryl guaincolate, 100 mi.

Yereauad - ... . ..o.. Suspension (Gge.): Phenobarbital, 4 mg, ; theo- o
erea ' pﬂ:rnim caloium galicylate, 65 myg. ;| ephedrine
;:.3-:1|.-|:|:1:.l|:-|1nnfu-.P 12 mi.: glycery]l gusdacolate,
™E-

(Indiana Board of Pharmacy, Reg 28,Ch Il,Sec 2.24; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45
p.m.: 25 IR 1341; readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 2-2-11 Exempt chemical preparations
Authority: IC 35-48-3-1
Affected: IC 35-48-2-1

Sec. 11. Exempt Chemical Preparations. (a) The chemical preparations and mixtures specifically listed in subparagraph (b) of this Section have been
exempted by the Indiana Board of Pharmacy from the application of IC 1971, 35-24.1-3-2, 3, 6 and 8 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48.] as amended, which preparation or mixture is intended for laboratory, industrial, educational or special research
purposes and not for general administration to a human being or other animal. The exemption to be valid must be in strict compliance with the requirements
imposed for the preparation or mixture prescribed in Part 1308, Section 1308.24 of Title 21 of the Code of Federal Regulations, effective January 1, 1973, and
no exemption granted pursuant to this Section affects the criminal liability for illegal manufacture, distribution, or possession of controlled substances
contained in the exempt chemical preparation. Distribution, possession and use of an exempt chemical preparation are lawful for registrants and non-
registrants only as long as such distribution, possession or use is intended for laboratory, industrial or educational purposes and not for immediate or
subsequent administration to @ human being or other animal.

(b) The following preparations and mixtures in the form and quantity listed in the application submitted (indicated as the “date of application”) are
designated as exempt chemical preparations for the purposes set forth in this Section.
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Manufsctarer ar supplier

Produet name and sopplier's
catalog mum ’

Date of
Form of prodect applicaiion

Abbott Laboratories .-
i - —— S —
1 N — _—
5 7, T ——
| o
5 T —

Alrwick Imdostries ...
3 ——
=
Do o ccccmrmrmm——
| R ——
Do e mmmcmmme e e
1 T
1 R ——

Hospltal Bapp
h?-fp“?nm Dhl.lhnl.b

1 T Y

CEF Agaroae Plates, NDC 0074
023-12, NDC 0074-9023-36.

Barbital-Acetate Buffer Powder
with 1 g Bodlum Azida, NDC
00T4-7581-12.

Digexin © 125 Imusay » dingnastic
kit Mo, T84,

HTSH RIA diagnostic kit Ne.
TE4

T:ﬁ-uutb-lzﬁ T-4 dimgnoatie kit

a. TTTE.
Iresorb-58 dagnestic kit No, §764

Quanteorh T-4M dimgnostie kit
Mo, 6713,

Alrkem Solideire Green -
Ajrkem Solldnire Geld ..o
Alrwick Solidwire Cltrus .-
Alrkermn Musketeer, Jr. cccecaa.-
Alrwick Sslld Nator] .
Alrwick Belid Floral cceemeceen
Afrwick Baolid Lemon oo~
Afrwick Bolld Rose _____________

o

‘Buffered Thrombin (Bovine), Cats-
Iin; Nao, rulln:su-iul. Eugicbalin
Lynin Set

Pibrln Monomer Control, Cata-
tog Won, Bi233-80 snd B4233-38.

Foil Touch: &% by 4 Mar. 24, 1976
thu“hl.‘l. 6% by &% in=
chea.

Plastis Bag: 16.24 g T,
per b
Kit: 100 unita ________ Junme & 1974

Kit: 50 onits ........ Sept. 25, 1974

Viele 11wl - __ ____._ Aug 21, 1972
Vial: 30 m] . - Do
Viale 10 mal ... Do
Tube: 7 s and 14 oz Dec. §, 1973
RN 5 Do,
S o - Da.
Cani 5§ 0% ccenen oo Do,
J— o —————— Dro
D e Dre.
S « | —— - Do
N . Do
i [N L3 R [ ——— Apr, 10, 1873
Bottle: 1.5 md .. .... Feb. 16, 1978
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ehloride Na, CFAIL .

Product name and ﬂnﬂn'\; Duwis of
Mannfactursr o mpplier entalog namber Form of product npplication
DO ooeomeoemmees=  MoniTrol 1.X Chemist Gﬂn'r.mk 7
- S iLevel 1. ataiox Dos.:
BSI0E-1 ol e Vial: S ml o Jun. 20, 1378
i N IIIII'-I- Vial: 10 ml.
BIIOSS .l ‘Bottle: 25 ml.
 + — mmn?uxmmmu
h Vial: 8 ml oo Do,
BE108-8 Vial: 10 ml e
BE1OS-4 Bottle: 26 ml
L — 'D-’?i'rumﬂ baffer Ho. Baidé- Botle: 16 mi . Jan. 22, 1973
D% oo Phoiphatass substrate No, BSI13- Bottle: 13 mg. dry Do.
Gt 1-and Wa, BEZIZ-5.- vder.
£ —— Serum reagwnt llm l-lﬂ-'l—l and Bottle:2ml . Do
[ Ho, Baf3sL .
DS momoeeeeeee—m—mmee Thrombin resgent (bovime) Mo Bottle: | ml oo Do
1 T —— l:lﬁ'l'&-lmmu T 128 Iu Buffered T Bottle: 55 ml ________ Juna 11, 1876
thrmh.n Ho. BEEH-Z1.
¢ [N —— | T‘.&hhﬁnﬂl Bakile: l!l-nl..._._. Do.
1 T I — ....‘.I:.l.'l'.l..-m-m'l'lﬂl.m:t munmm__.,__ Do
1 .o thyroxine, astalog No. BESEL4-20.
Do —— mrmc’rm«mtuux mu;:unl_,,_.____ De.
: -+ _thyraxine, estalog M.
Do e DATASopens CT 128 Lluﬁuﬂl Bottle: tilinl_. Do,
JGi . thyroxzine, cetulog Moo BEGLE-48. .
Do . ___ ____ DATA- T 125 4. Buffered 1 Bottle: 506 ml . __ De,
TR - m.m-muu BEG4-35. '_.w -
A ¥ Mtl] 'hulhr H-;I. Ha, H!‘I‘! e Vial:-1L12 per Sept. 16, 1871
Corp. (Harleso Js - T tmfhfm -
Do e :I?ma:hhr instrument buffer B.-Z Vial: 36.36 grams ____ Da.
}h. ﬂnﬂ.ﬂ:. pH 8.6, 0,076 m oo : )
‘Tﬁ“ﬁfw walt, Na Bottle: 200 ml .. Jums @, 1572
“Barbital-scid baffer sile. Mo, 1173 Bottie: 250 ml ______ Do
Buffer salt mizture Spineo ‘.ﬂ-:. "."I.-h 12.12 rrams per Sept 15, 1371
. ETIAEWHHM 20.5 x 50 mm. ¥
- rl
Buffer salt mixturs Spines Vial: 18,18 grams Da.
%‘Ltﬂﬁmh? I&,E'llﬂ“ﬂr
- . ol :
R mETim H P
Dn“______ Mn-r !'nrun m’%mf-ll'n electro-  Vial 'I.‘ﬂ-lil“lﬂ .'I'uhr 5, .im
5 P ceacea Clinieard, mh—chlm GClinleard cuveile con- M 1873
. ﬂhlh: Ha. H-H‘: ' Itl.l'.nint-_l powder Lo . o
B be  reconstituted © N
) . adding 3 ml water. -
Ameviesn Moniter Corp. . ¥ Lo emmamnn s amammamee Ginss vials 10 ml . Oct ‘1978
T Da o A S > * b
Amershixm Senrle ... Amobarbital.Z-Cld, Moo l'-'l"-ll-l-_ﬂ_l_ Ampule: 110 mm. x 13 Sept. 19, 1572
c ; . o mm. ar Yial: ]
B mm. x 11 mlL
Da _mL' Kit Mo. IM£8. Bottle: 30 m] . ... - May 18, 1973
1 1i‘l-l-cllm'ﬂm"l-l:lli| Hydro- -_-IH- e ene  MIAE. 3T, 1972
: _ CFA-363. . ‘
i ———— mum—su n#l.m. salt, No. Ampule: m mm. T 9%
J.mgﬂﬂw‘ﬂﬂ;h i & '? B Sept. 19, 1972
ﬂ.lll nu'n. x I'I. mm,
1T R -methyl-Cld) Hydro= Ampole: 10 e, ...... Mar 27, 1972



Manefacturer or spplier

Product mame and soppller's Date of

1, —— -
5 — ———
Do e
Do S
= ———
1 1 ——
i | S
D e ==
1

e ——

Do e
Do . -
DO e
Du. ______

Analytical Chomiats, Ine.

i

Analytienl Syatema
R

-l.nlit& Bolenees '
ratorien, Ine, .

Misture 4—barkitarates _________ ____

Opiaies, Mixture | Number 01830 Vi
Sl.'iur{?!l:.nh. Mintare 23 MNumbse

Depr ta, Mixture § Wumber ...Do .
Gigaz,
Barbit , Mixture 4 MNumber ____ Do . __ .. _____

LR
Mirﬂmhwlhlvutur{e neld, MNeo. Vial: 1wl .. ... Jan.

i[phucnnl HNao, -D:lha.

1956

1973

1974

cutalog mumber Farm of prodoct applieation
d-iside chain *H) Amphetamine A le: & ST—
Bulfste Muraber TRE-14d. mpoules § ml Sept. 20, 1973
moid dif1—4C] ethyla- Ampoule: 0.6 s
mide, eatalog No. C.F.A. 6. 8.1 mg. me to July L 1974

T-% RlA Hit Catalog Noo IM. T4 Kit ____________ _____ Mov. 4 157d

Phena [E2—4C] barbita! Catalog Am le: B0 mie
Ho. CLF.A 85T, e‘s:'!“t: ro= Mo, 5. 1974

— R Ampoule: 250 miero- D,

curies.

[1%, 1Ein)—'H] Eterphlne, Cats- Ampoule: 250 .

e Nor TRK, yg nine: Cx cuties miera- Nav. 19, 107¢

[2{n)—2H] L ncid dbethyl- A be: 0,003 mg.

ide, Mo, T.R.K. 451, m"‘“‘ mg. to May 23, 1974
[li. lill fh’l ?{mﬁiu Cata- Ampoule: 1 millleorfe. Feb, 17, 1875
(= ﬂ.‘—Tﬁtﬂ: 3, ﬁ"-—"(.'.] Ampoule: 10 and 60 Mar. 5 1975

Camnatinol alog Mo. G micreciries -

d= mﬂhrlcm UC) Amphetamire Ampoule: 110 x 13 mm, Jone 11, 1875

phate, entslog MNo. C.F.A. ¢

T-¢ RIA Kit catslog No. IM Eit containlng: &0 Mov. 25, 1976
B, tents,

T-d RIA Kit, catalog No. IM Kit eontsining: 100 Do,
8oL, tents,

T-4 RIA Kit, catalog Mo, IM . _ Do ocococaa — D
toiA. ° >

-[G—=H | T-'lr-k:-'ﬂmﬂn'n!hllnI. Ampoule: 0,006 mg te Febo 26, 1974

o, T.R.K. 448. , 6 maE.

[Lin}—1] Marphine, Nﬂ- T.R.E, Ampgule: L0002 mg. to Do,
4dT. 016 mg.

II.IE.;-—*H] Codelne, Mo, TRE. Do . Do

mumﬂ EI.[I]—IB] morphine, Ampounle: 0.603 mg to Do,

& T. 0012 ma.
[1.1' Hu.:—-‘l-! I‘ml])ﬂwdtmmhim, Ampoule: 0.0008 mg, to Do,
T.R 0,008 ma.

Zpdium  Barbital ]!uﬂ.'a'r Catalog Vial: 208 ¢ ________ — Apg. I, 1972
Hos. 1-5100 snd 1

Agarose Talveranl Ebetmtphurﬂd's Plater & ml e B,
Fllm, Cataldg Mo, 1-1000.

Toxi-Disend A, 121, A-1; 122, A- Dise: 3 in x 0.2 mm_

I: 1:1':1-#' & %inx 02 mm-. Mar 6

Toxi-Disens B, 125, B-1; 126, B3 . Do conmmn e o Da.

127, B3 128, B4,

Mixtore 1-—opdstes . __________ Winl: 1 ml _.________ Oet. 4, 1991
ixture Z—stimulants o . Da.
ixtiite J—depressania __ Da.

Do,
Do,
i,
De.
De.
D,
2,
Do
Da.
D

o, 01744
Armphetamineg ECI... HNa. 0174
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Butabarbitsl, No. 01748 ...
Butethal, No. 0IT4% . o

Cocnine, No. DITE0 .. ___ SES——
%iu, Eu. DLYE] ...
Ethinamate

letyynal, Hﬁﬂu

s

Ethylmorphine

No. 91784 .

rErEmaEs ame

Mo, 91762

HC mmm

Boo :1'15! -

- Glutethi
H -

bdial, Mo 91767 .

P —

Hydristvdene Hitartrate, Mo, 01758

¢ HCL, Mo 0‘11“ .___'

Meperidin
Mephobarbital, No. 01760 _.i....

llcinn

i Meprobamute, Mo, ﬂ'l'll i

entobarbital, Mo, 01767 .. .

Fhenssocine H Br, No. 01768 ...

Fheneyelidine HCL. No. 01749_.
FPhenolarbital, Wa. h'h'l

Becobarbital, Mo 0177

Thebaine, Mo. 01772 ¢ e
Thimmylal, No. 01773 oo,

Imo. ASD biiffer, pH 7.2 .___._._._._..-'.__.*,

EBeckraam buffer B-1 . . _______
buifer

[T—

Deckman Iostrumenia, Ine
idisgnoaile operations) -

PO Y -

Do ccacnme e

Do ccccscmammsmmrzme-

Do

R —

P

DO emminimemn, oo

Human ibyrold

mone kit, single I-H:

HNo, 555135 -
No. BE6

Ema——

wtimilsting Iur-

T ‘Moo, Iﬁﬁlﬂ g

Ho. 566133 .....ecooe

kit double jubel:

it, MHE hh.-l

= dsem

ﬂﬂll s sk m i,

EERLED

————mw

T E——
IS -

R, .

.Da _
— n’- .

RS S

Packet: 1204 gm .
Paciat: 1816 gm _____
Kit, somtaining:

=0 tests

L]
e e e

I.'.it. eontaining :
. 10 tewts

Aug.

Hav.

xFs = PPV x SRRVRFIRRTRNFRITIVIRYIVE

i

3

-
=
-

¥



o Prodect nams and sapplies’s Dats of
Munafscturer or mppller:. -2 estalog number © - .. Iﬂ-dm . mpplication
Beetun, Dickinson and Co. HepaSereen CEP burbital - buffer, . Envelape: 157 :-5.!'.... Aag. 11,1972
{Bpectra  Biologicals IH- Hl- E-TSk : Wi
T R e R r cf b
""'l'""':___...-.., Z reea CEP plates, Not. K- Plate: 57 x 86" . Do.

N 1

nghriummﬂﬂ.
.l.;:rh an Hoechst Corp.

munfduﬂ Froducts C-rp.
D

Hn—ﬂmh &
q,-nn-.iﬂ. | T

FPeyrIPETY VOl

THE. lm.d K-T43.
lm.un_i_m-lﬁl I Agurase Plates ..

IEP Buffer U

lehturnu stonk mnd.mi. iih:
Mayer's bcmm:.' in ﬂlud.nn,

w by, dry-pack _
Imare mmm‘ re '"‘ii‘:’bfiii
Buffer [, nH 46

Immunoelestrophoresis E-r‘nih.l'

Fnﬁlril.pﬂl

nrh Iuhitn

Ho-Hesgenta &
Dingnesties, Ine. _
Do .
Do
Do
Da
Da
Da
Do
D
Da
Da
1 BTG
Do i i
FT25:
De o
| 1 R S | T

Brinkmsan Instruments,
Ine.

e ——————

Buchler hll'rllnqﬂ-l —

¢ﬁulﬂ;r mlrﬂ ﬂfum-drhd. Nq

il nrh-t rafleleney eon-
T e
Urine Contrel [1 Nu. G35-425 .._.'

'n:rhkmn. Drug-Bkrien Dra
ptandard—sat [ Mo, ISIW‘I;QAL

nrhkm Dr reen Drag
ey ey Ty Y Y

I!:h.E:r saititype 1, barbita tal-sodium,

ot 'hH‘.hl lm.;l.n'n:pﬂ E.E- Mo

Do oo . B ', Buchler-instrument bufler B2 -

H3.085 T Do .
mtrdu:'lﬂ—-drldlﬂ'm. ks

hinm l-llllr B35 Jen. 161878

in., 65 l - Da, .
m".-m e APE. 1RLTETE
Bottle: 100 mi, 509 T

L0008 ml, 1 gal. e, D‘t i
Bottls: lﬁg‘!:l . ] 1
Fackigei o . May 001974
.%‘I-r_H“: llg.,l |- T— vy

Rckage - T ..

Package: .16 gm. ___. Dee. 14, 1373

Dry-peck : 5.8 gm. .~ Aug.

E

SRFFEFRIVE BF . ¥ F P

9, 1373
Da.
Do,
Do,
Da.
Da.
Da.
D,
Dha.
D
June I5, 1873
% Bottle: 10 @l .oooooo. D
'ﬁgﬂ.h:.ﬂ | IR Da.

Bottle: 25 ml, . ..c..o. June Z, 1975

¥ial: 2l aeeee. o Kug 14, 1972

3

R, - —

'qrm mim eveee Dee. g fE72

e ol -y By o _\I'l.ni: H.ﬁl grama- _... Sept 16, 1971
|L1'en =m -

E

i
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Maniafactacer of sppller

Prodoct name and supplier's
u.u.ll:; number

Form of produet

Dute of
applieation

Burroaghs Wellooms Co...

California Bionuclear Corp.

Lanoxitest beta digoxin redioim-
munsassay kit with tritisted dig-
axin Ho, KTOT.

Amobarbital-2-C-14, eatalog Mo

2077,
hqlml'rbu (propyl-1-C-14}
H‘Eu_ eitalog Mo, TRITE.
DL~ Amphetamine nrnm'l-l-C-Iﬂ
sulfate, eatalog T
Coeaing !mthu:r-c-il] catalog
Ho. TE18E,

Kmm {Hmﬂ;ﬁ-ﬂdﬂ hydro-

Mescaline (aminomethylene-0-14)
nffi.-dq mhi:?uun.:-‘zﬂflﬂﬂh?‘
ne -
L eatalog Mo. T2E1G,
lnwhzt.l.mml {propyl- I-C-lll

. TRENT.
tute (earbonyl-Cs1d)

Chemed Corp.  (De
Chemical Divialon}
Callaborative Reasireh, Ine.

%‘Mn Ll.'lm'l.b:lt:" and
pily. |
Bul.ll.'hqu.m Rmnh. Ine,

Do oo ammm e ———

1T S ——

Da .

b hn-ehlnt!dt eatrlog Moo TESED,
Morphine (n=methyl-C-14} hNN-

chioride, entnlog Ne, T2660.
Pentobarbital-2-C-14, r:l.'lnlul Mo

G318
EBecobarbital-2-C-14, catalog Mo,
TIETE.
Zine reagant No, 2, No. T4 _____

l:l.t. to imelude : LED antiserum Na.
1-125-LED- Pwlymr Ko Z-
111 £ standard

Hemntoxyiin ntain, :I-Il:lr‘; Ho. 8-
1362,

Radivimmunosssay of Tetrabydro-
eannabinol.

1

H M.THC Antigen .. ... _—
W HALTHC Standerd oo ccceae

Bu‘hll.-d-cutu_t;r buffer. powder
TO4-B1T.

CEP V Mo 708308 ___________._
CEF V Mo, T09-828 oo

CEPF VII Mo, TO®-3ZF .
CEF ¥ Mo, TOD-338 ... -

CEP VI Mo. 708308 . ccccannma

CEP VI Mo, T08-329 _ oo

CEF VI No. 709338 _________.__

GEF plate-sraebiasis testing 10 teak
HNo. 730-271.

CEP plate-amehigaiv testing 40 test
Ma. T30-274.

l:ulunr.mul.utrwmdl plates CET

cuﬁnllll.enmmnmhndn. plntes CEF

ophoresls, plates CEF

TIT 708306,

_. Countersloctraphoresis, piates CEP
1Y 7ag-207,

Botile: 126 ml . oo oo How,

Serew enp wialy 80 wCl, Jam. 8,
0.1, 0.6, and | mCi.
i

S 1 — D,
Do,

. Do

Do Da.
UV 1 Da.
PR . TR — Da.
ee-Do (78
RSN : . . Do,
S = — Do,
RN 1 Da.
A oG 0t e
Fillow : 10 mg. each ... Juna I3,

Batile: 1 end 2 dram_. Nov. 14,

Gallon —ccicccoaocaes 12,

ard
MNarmal rabbit serum
LTV T -1 P —

Pachage: 30 envelopes  July
—L0.ES EramE Der @n-

Plate: 88 mm. = 100 .  Aug.

»§¥

I’]Ik.lﬂﬂl‘n:iﬂnm.
2 L& mi
Flate : 82 Im'u = 100
mm. x &2 mem.
Plate: 43 mm. = B} mm.
x 2.5 mm. Aug.

g9 a

R - m——

Flate: 40 mm. B0 ma.
x 2,6 mm.

JENN - ——

Package: B plates—18
ml per plate,

- EEmamrmEmm——m—

FEEFYE FE.

18, 1972

171
197¢

1972
1978

1972

1973

1873



ot o Frodust name azsd sippliar’s

Dwits of
Manwfacturer or suppllir - catalog nambar - Form of preduet - :° sppHemtiom
BN Y N S ﬁmwhhuuh rhulﬂ‘ﬂl" ?nﬂum: 10 -~ D

I T05-324. ml. per plate.
R . — l:tll:‘nmhatmhm ﬂlltli CEP " Sl PRI Do
T e .t * e T L
D i e s mm:mhmﬂ.. j:ll.iﬂm R L ——— Do,
T TO%538. ) " e
o e RPN v il cunnmm pintes m- ,_--n- R —— Do,
e . Countereiectrophon EP)- Plastis Plates: 40 June 16, 1978
t.'fi_ x i mmﬁ m = 30 mm x LE- 18
' P S | ) | H"’l- m [ P—— m- e e e L“- 1

B = Glugose—G hﬂ-s. TR0 - “Ba- Ff_f_'__..-.... D:.' "

&.‘__._._._._._........._ ED'I‘L ﬂrlll -—G'I'I h‘!ﬂ. mti [ T — . Dy,

| - PPy :I::l'ﬂ"l'qiur lﬂ!l-—mhﬁn el .u..—l?o —eramassmm——— Do,

Do X Isctond vmnlhﬁu..._... Botile: 1,000 ml o Do
Curtis Nuclear Cnl'l.._... rma.ummu-. {1151 —— W:_I || A Bept. 19, 1573
M Ine. oo DlAghu Buffer No 88 . . .. .. . May T. 1573

:bn o i e pe Do

Da.
June 12, 1978
Bo:

Do

E r D
Dq‘-l l:bmlni L Im'liu-l.li Triledothyronine May— 23, 1578

. » Lyophilized . at it 5
i & e R AR Berum ' De.
mphﬂl : : FaTE
............ A Huffer Iimﬂhﬂl i i 2% Do .
s o Desxtran Lyoph i it Do, .
e Aclivated charcoal, T3 RIA ooo..- ﬁ I;: m
T e O e Ty o Jaiy 3 1978
Electro-Nucleonics Laborss Modpliine (du), List Na. 4005 ... Glass visl: & ml Jume 20, 1976
toriés, Inc. il
Do . PR !Mhmupmmun Glass vial De.

Euimulmm :hmu Coated Chareoal Salution . Bottle: 1009 ml. —eeee.
SpE:uHIu.Iae.

Pacleet: 18,14 grams

r-mhi.!.:si_n'.—..

Nao. §=#88
Dhy _,,___.,.._.;,_,_J,,MM scetate Buffer for elec- Botile: 100 gme .- -

ipg .-.:.'2“,_.,_..__._ Ohual:mt Fm Lt S  Boutles 100 tableta .-
ki M,uﬂ. BR 16.

Gﬂnuhmnnhﬂn MWMH&I\HII_H Iﬂ*:ﬂlhd!l-'l-
I:n ......-.;':;...-- :lru- l::mnl Bﬂ. Hw. uln p— Bet: 3 ﬂm at II ll-
Do f.-...._._.._. e’ Migh Rescletion, mmnuu. Vial: m s
Bt 2 a tal buffer, Mo, BI04 -
General Disguoatiey ... fa3 T% Ho, 908 cmuiccue e ‘ﬂ-h .tb.l em %13 em -
Gudmudnhlnlulcn. Dextrese-Gelatin-YVeronal Bufer mwﬂ.uﬁm
£ ‘Soltition NDC No. 91606661 ml. |

. ¥ .
‘_',,__ TEG Radiothyroxive Bolufien —o. <os. D0 momemremoeen . Do
— Ger 37,1973

Mar, 26, 1973
De.

Da. .

Apr, 1B

Pr, iy mn
Da.
Da.

June 21, 1974
Da. "

"Apr. 8, 1T2

Do
Du. ﬂ.IH‘.I.

.Aug. 28, 1973
July 5 19T
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Product name and supplier’s : Diate af
Manafactarsr or smppllar , catalog mumber : Form of produet npplicatien
DO —ee. cnscenmase===- ‘Complement Fizallem Buffer Solu- Bottle:sl Liter ... Japn, 28, 1974
n ) hll:?. FET.I-TA. HDO 011815
Do Diseragen, NDC 011816 18481 ___. Vial: 0wl ... __ Now. I1, 1973
Da Diseragen, NDC 011515 1548 2 - - Visds iHI- ML e Da.
D Dextrose-Celatin-Veronal with Boe __- Do’ o ________ Do.
I —— | E i I - Do,
Saol - Boitle: 1 Liter .. Jam. 251974
B.68, NDC 011816 245 LMFE By
ar PEAY, | D e ‘Do
NDC g11815 0246 1.
mm Indicator Cells, WDO ‘rm: “I‘-T-. —memmenes Pl El, 1975
Glibform  Adsorption Cells, NDC 'lul‘h'l b [ | R — Do
011815 O2E5. : 1 b )
i.‘-l!"?ﬂ!;li' REC Dilaent . ﬂl-u'iuﬂk Hﬁml. -—= July 23, 1375
Gugol comcenirate No, :I.ﬁl.ﬂl e Winlmz ﬂ!ll 0 ml., Mar. 23, 1972
e T u.dm-al. - ]
Hach Chemical Ca. ..__-__*rE‘E‘;Ithu' powder plilows, Nou Plllow: 0.5 gm. each .. Nov. 38, 1571
 + __.;__-____ pii"l':l“‘hhr powder ﬂnrl. He. Fillow: I gram eash __ N -Da.
b R e i tl:ﬂnr I powdar :Ellu-rl. :H'o. ‘__.:Ih"__.-... Fri it Da,
D9 —messmmememmemme  Bufered subsirate, :-:;m | Wial: 0855 gram ,  Da
- phats, F;-r_ & -Whitmore, pH l.l.. 109 mi. '“_ S
5 _ ; ; s
Do -.o. e mmenee———  Bullered substrate, Fiml: ;0526 gram D,
vhate, arn, Jones 100 mL i3
g - Jﬂm.n.ng.m R 5
iy e e Tered oy ot £TEm paT [N
i . 'hih-. Shinowars, . Jones & - 100 ‘ml
No. 20061. i ; 5
O e L e glyeerophas- fal: BLO25 gram per .
> hm Shlml-u. Jone & .. 1049 ml.
nhact, pH 6.0, No. 20062,
Flelens Labte . oeonveeenn Electrs HR Buftde Catalog Ho.* Pu‘bd:_il.i'lhll Dee. 28, 1973
, 1 packets per box
Eleetra By Buller F-llllq: No. 6016 Packet: 1!.!.4 i . D
g : packets .
Electra E:.Biuﬂhr Catalog Mo 5017 Packet: :I'.E.!I. w12 D,
e packets per box.
Titan. 111 A Catalog MNo. 5023 . Viai: 2 ml ... .__. . Tra,
'fil-lnl"lr Plate (small) !L!' 1 plat I..h’t D, -
.
T‘l‘ll-ll l\'r IE Plate {III'II} i s ]'ll.ckm:pillu. Ih i Da.
B, :
T‘Lul?,IEPllhm _________ Kit: 12 small (1 by 3 D
) s .1 1E.Flates, 1 bax
er. ;
Bd . mamisccmmaa T!Lm IV FE Plite Kit oo oo Eit: 10 large (3 by 4 Da,

Hoffmasi-La Roche. ;..'.--_-

muncassay fur Morphine-Barbi-
tarates.

in.) IE Plates, 1 bax

I. Bulfer,

. ¥
.ﬂ.hu.nﬂ“n' radic-immuncassay for “1: ﬂ [ e X
G . murphine {1231), Mo, ﬂlﬂl. 2
mman | mEm——————— ﬂhm radit-immuinonmay for ‘Fiﬂ ﬂﬂnl. i
- . ... morphine (YH), No. 42018. -
ee mimmmesemmmeeeee Abuscreen Radivimmunomssay for Tb].: ﬂ'lu.'l.. “dln.'l.._
Barbitarates (FHj.
= Abusereen HRadiod for Vial: hu&.m‘.lul._
v Bavbiturstes (=1 “
% AL Radi .iw'ﬂd!ﬂnl.luﬂu Do,
Barbiturstes (125(). : ml. ny,
e sa memamees Abuscroennd  Mor-Bark Mndn,-' Vial: & m.L, 60 ml., aad Dee 27, 1073

108 ml. Bottle:
coml. -

EQ0



clum Lnctate, Product Code
Til-182.01.

Produet nams and supplier's Date of
Manufactirer or suppller eatalogy number Form of product application
D oo cocurneeces  Ablgpermid BEodic-immunonsaay Kl.t. contalnlng Vials of Jan. 14, 1974
far Amphetemine, 6 mL, 30 ml, and 100
nﬂl.. lnd. Dnl.l.!-ﬂ. E09
ml.
Do . eeeo— Abustreen Rodivimmunosasay for Viel: 100 ml. and 500 Bept. 27,
Hnl‘rhi“ (= [h, mk. . I, um
Do oo Al Radisin y for Do _______ mmma D
Hnrph‘lnl {*H . "
Do oo Latex tube test kit for morohine:r Mit: 30 to 200 tewta .. Ten. R 1074
DM iceincacccccanee TM Abuscresn radioifimuncssssy Kt containing vials of t June 17, 1874
for Methadone. 5 ml., 30 ml., and 109 P
mb, mnd bottle: E00
ml .
Do oo oee TM Abussresn radicimmunoassay . S — Do
for Methagualone,
Hylund Divisdon Travenol ton Ma, 3008 ooveeo.. Package: § plates—25 Aung. 381, 1871
LHTEMI, Ine. Agar gl pia ml par : *
Agar ol plates No, 30168 oo .. Package: 10 plates—23 Do,
Agar gel plates No. S068 T e o Do,
r o, SO
Buffer Ne. 8017 Do
Buffer Mo, E-'J ——— De.
Diluting fuld Mo, Jd0 . De.
H;'B-.Il.l thromboplastin liguld No. De.
PTC reagent dried, Ne. 3497 ____ Do
and [Hvision Travenol & tal urine elinfcal chem- 81, 1571
o haatarien: Ine fatey contral, dried, No. 9403 '
and No. 062
|+ —— hm 'ﬂ:mbup]ul-m dried, Moo Vial: 1 ml and 6 mi, . D,
Do Agar lates, No, 5T wecen. Flate: Z6ml, .. Awg. L, 1892
Do hﬂ'll'.‘;': ayeE Vial: 260 ml ccecaaaa Da,
i T-u;lunlu?.-; serum eontrol, dried.  Vial:Toml ... ... Oet 26 1092
&, .
M eccmmecanmme—ee  Toxlealopy wrine control, deied __ Do - _ccceaeas D,
No. THE .
- T- oo Vial: 20wl oeeeooeoo Jam. 13, 1876
E T-1 ln]h m amL. &b
Do Dha.
D Do
Ler D
e B
D
De.,
E Do
Do D,
D D,
D Do
Do 'Pm
0.
ﬁ ¥ial: 60 ml. ... E:.
Do Do,
De _ " ﬁ D
Utle = || R 6, 187
1oL E:“"ﬂﬂe %{Lqu.qm. I 1 "']iljl'nd 20 mal. - 'Dw. 1038
I‘Iﬂllﬂlt Biol DGV molution oo o . ... Vial:l00ece. ... _..... Des 28, 197
Laboratories,
1n|l.n|1qf|1mi-m Laborm- Tris-Barbital Buffér MNo. 8205 _._ Vialt 12 dram ... Feb. 821, 1870
D6 oo eoeoooereenonn Barbital Buffer (B.2) No. 83306 _ Do,
EDTA-Burbital Haffer Mo, 83207__ Do.
Barbital-Acetate Buffer Na, 35208 - De.
PBarbitone Acetate Bufer, Produst Bottle: 186 em. ______ Hl;r 9, 1974
Code T1-141-01.
Barbltone Acetate Buffar with Cal- ... Do ... .. o cemen Da.
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Manofacturer or smpplier

Prod d e ﬁ
et name ;:n:'np] ] ofp Duts

PRFTrEFTFFTFyEy

§

FEFFEYFFEF

T rsamEmm————

e e L

—————

Barbltone C. I'”I‘ Dituent, Product Bottle: 100 wwhlets ___ Do,
Code B3-163-10.

Allcbarbiia]l No. FPREOS . Wisl: 2 el .. .o.cn.. Apr. 10,

Amolarbltal Mo, FPRES . __ . Dw . o

Amphetamine Noe, FPeMM .. __ D ..o .. -

Anileridine Mo, FPRIE ... __
Aprobarbital Mo. FPI06 _________
Barbital No, FPR14 . ________ __
Buotaberbital Mo, FFEIE ___
Dutalbital Ne. FPEOT .. _._
Chloyal Betailne Mo, FPS02
Chloral Hydrate No. FPS0

Dyhwpdrocodeine Ma. FPHIE ______
Ethehlorvynol Mo, FPSOE __ . _.__
Eithylmorphine Ne, FP108 ___ . __
b o

1= 1
Methylphenidate No. FF60S
Monthly Urine Test No. FPM-103

Morphine Mo, FP101 - — .

it rE et

-
=

Phenobarbital Mo, FP320
Hml-mdine Mo, FPME __
Probarbital Mo, FPI® .
Becwbarbital No, FPS10 o coccnnas
Taltutal Mo, FPRIY «oor v
Thismyinl No. FF222 e
Thiopentel No. FPazl ... -
Finbarbital Ma, FPIZ ..____
Weekly urine wat (FDA) Mo FPM-
104,

FEPEEFFFFRFEE

F¥

o
7

Weekly urine teat (Simtes} Ma.
FPM-iu2.

PICT L TEATTIR N . A R —
Test mixture TM Mo, B -
Test mixture 5M Mo, 1 oooecemnes -
Test mixture 5 Mo, 1 —cvvceracs s==el® snscmemrasnem=n
Test mixture BM Mo 2 .- JE i 1 —
Test miztore 8P Mo, 2 cvecrrnam mo=r D0 oo ey
Tesb mixture SM Mo, 8 .~ <. Do . mrnea
Test mixtore 5F MWe 8 . Do .
Teat mixture SM Mo, 4 SR, [
Teat mixture 3P Mo, 4 o ooeeee =D o

-
=

FYFFFTFY

¥F

1973

1873

1874



Product asms snd suppller's Duts
Manafacturer or sapplier ] extalog nomber = - Farm of product - ml::‘l‘-
Eailextwd Laka, Ine. ..o ﬂmmHo.HMI Sy 'I"hl T dram, 7.4 & per 5 .
: E Mar 17 0
b R —— . Nm Ciik S TR o J— Da, -
| — ﬂ'ﬂ"ﬁﬂ‘li.ﬁ.l Amar Gel Plate Kit Mo, Plate: 3 ml., & par kit Da.
Lasdarls Laboratories Divl- DGV weffer, 3 Me. 260637 _____ Vial: 20 mb ooonicae. Now 19, 1073
ion dm.mm“ Crrati- . : :
TR i e e e s Mﬂ:‘#ﬁhm antrol drogs A, Vial: 10 ml .. s T,
O ~ - Abpormal arine contral, No, 2021 Vial: Z5ml . | T
o Urine toxieology control drogm T, . Do oo ’
; ; Urﬁ gz 'arml-mnh: P Mar ﬁ:
S — el I EA D
- usmﬁzﬁaﬁéﬁﬂahmﬂ.. > '
| Be o = s mrre I e e D, ;
3 Urine toxleolony euntrol drags 2— - Do cove voe commmee Da,
D e s . = barbitarates,. -:ﬁl:i-m Nuo. 2 .
296361 :
i ﬂﬂnlﬂmm lnu:l»—- ERt « R O ,
K amphetumines Mo, 2054-41. B 3 o "_ .
Do’ eeecanaaie. Urine toxieology eontrol drum 89— . Do -, oomeeeo Do -
amphetamines, llmdehw Ha. !
. 206541, ; 2
|+ — emmmmeee  Urine l.ulnlur nud.d.l:ml— I | N SR o Do -
aikataid Mo, 2956-a1. 3 :
[+ F e e R Urine’ ho:bmlo-rmlﬂl.&‘l-m = . DA il emmeee o D,
II-'ﬂ-r-lInld. proficiency tﬁ. 2957- L i
'.'Irln- drug check kit ‘Hu. 2958-91 Bottle: 26 ml. wonemen. APr . 4, 1973

ta inel aﬂunclm.mm
gﬁu'mm

R = ——

=1
8
e
o
PP
E

:

2562208 .,
206338 _.es e

i

=3y an =
E
¥

§
g

97, FRSRSRITTIITIFTREY

Lederla. o, 2UTS-38 . Apr. 1573
Da UDC 18 Mo, 297638 . _________
Do UDG 19 No. 2977T-48 . _ ... _ ___
Do DC 20 Mo, 207338 _______ _____
LEH lm-tmmiq. Ine, ... Blarh;:‘ﬂmluhr pH 8.6, No. LKB- Jan. 3, 1974
Mall he. e - High resolution buffer-tria Niali 11§ dram .. Dé 197
'.m"' h.‘liul buffer Na. B1104. L : : V' i) i e
Mallinchrodt Chembesl Fes-0-Mat ETH solutlon _______. ial: 113 _d;raln Febh. 17, 1972
oF 3
o eecmmeeeeoo oo Reme0Mat T4 solotbon __________ __. I g Do,
. Ees-0-Mat ETR Selution ... _.__ Huttle : :I.l-.not and fm- Aug. I8, 1974
Res-O-Mat T4 Selution —_._______ __ Do oo De.
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Product nams snd supplier’s

& i o ke ?hﬂ;iill_llrh-l-ll-bm Mrilm iWislt L5 mef e

— h:nbnl:lhl-ﬂrln #u.nalmi el Wial: £5 mil. § meg./ml.
. mnh?mm,mm ﬂhnd.tq :b;n- "ﬂll 12 L. commae=
- I. i .« philized

D ik Amobarbital-Urine Standard ..ii.- 1'i'll-l. H ml & n:[..fml.-

\ . . Dute of
Maaufscturer or suppiler T cataleg REmber Form of product-  * —applcation
Mallimerodt .ot REA-FIAT. f.‘i‘rﬂhﬂu'l‘t 1125 Kit, - Kit contalning the fol-- Jan. 28, 1974
.iCak Mo, BU Juwrlng :
: . . . :RIA-MAT 'I.‘! :Bqlhr rmmsmmaas | Hottle: 100 mi
"RIA-MAT T3 Antiserum ______ Vial: 2.5 mi.
e+« . RIA-MAT T3 Remction Vial ... - Visl: 1 ml
., BIA-MAT T3 Standard 0 ng/ml  Vial: 1.5 ml.
~ - mm:‘ Ta Standard 0.6 Vial: 1.5 ml. ,
ngs ml.
.- - RT#-}:#T T3  Btandsed ;1.0 Vinl: 1.5 ml.
- . 11 - . = i s
) mm{ _‘T T3 Standard 2.0 Vial: 1.5 ml.
ag/ml.
. v oo T T3 ‘Et-mhrd, 60 Vial: 135 ml .
. II.M.-HA'.I' T4 !-l!.l- 'l:lt P - Kits muhﬁ l'ﬂﬂ .l.m‘ l. Ilﬂ
Materisls .ﬁ-: Tecknology Car hum!lhﬂmmn&llm Mlﬁn!d Vial: S0 ml i May 3 w3
s ystems, Ine.
D ... tuhurndlrlmﬁm -t W —— Do,
Dl ' Carboxymethyl-morphine 'I;?'l_.‘-:l.t- Do e — 7 Do
sum. o albursin or um serum
um - .t LoamB b . - .
DS e Eﬂﬂj Enllf.iud ........... 7 S —— Da.
B - e ) k] Hm-uﬂl-nn b Do ... e " D
A 11T Y iﬁﬁ Sensitized .
o 1, r‘q-dhrlﬁ-llmm-mthrl; bare . Vial: & mi. and 10 mi.. Da.
1 l-ﬂui-l-ll..-;::bm-u-m] "'"‘.:. "ﬂll I ul. ........ — Da,
""" bumin or rabbit stram slbumin.
T o crm e eee e Beponing boving serum albumin 07 weaaD0 cmacccocaaeo o Da.
-rabbit serum albumin, .
DO wovmmmmcmmemmmeme  JrODechrboxybe sdbd o . Wiad § t nl. and 10 ml. Do,
Do ... Aorphine standerd _____ e Wilal: 10 Ml e -= July 17, 1973
Do . Morphine-arine- standard . __ .. “I ﬂ [ Da,
L Dw . unine-urine standard Da.
D L Barbiturate-urine Do,
_Du - a1 : nine .. ... 1B, 15T4
Do _ ' Benaoyl Ecgonine-Urine Vs unﬂ.s meg./ml - Dot
D .. Blnm:rl' E:ﬂnnhlrl!rlusgladn-i rh::l'. N I.Io.]
T — En:l-iun-'LTrinl thlri - “I"lnl,. 25 ml 3 n:m..f‘ﬂ Do
De curmmmmmnmnmnenens  Cocking-Urine” Standard I'.mhi— Mial: 76 meg cencaaee Da. .
1 SR Methadone-Uring Standard oo _oi " Wial: 25.ml. 3 mest./ml, " D,
b [ T T S S Hul.-t::d‘dnn-"l.lrln Btandard Lyophi- ’Fl.d 1‘5 R Cp— Da, -
Doisr oo Phenobarbital-Urine Standnsd ... Vial: 25 ml b-meg./ml. Da. -
Do Do,
Da. -
Da, ]
Da,
Da,

-I'.Iu. i mimammann - Amobarbitel-Urine ﬂundl:d I.:ru- Wial: I-H- g e
: 'phi'li;-d. -

'.'A.I.Cl Biunu.-diul T S——— IEF Iuﬂm- pl:[ B HN' 'lunie l‘l-chlll l.ﬁlll Frame_
; t= A th.

w— | T-3 test fas T,.Mo. LES0Z __.

oo Wial: 3% x 1137187 _
Ted tesi fus T, No.. L6505 .

D20 wil: 3x 1 33/16°

Hum:-m. Ime. _______ Tl:.lnnhilﬁrﬂ:;'hl Buffer Concem= Vial: 10ml . _
Do . oo VP Thymol-Burbitsl BuMer Copesne . Do oo ]
trate pH 7.8,

Medical Chemical Corpy —. Secobarbital Iunﬂ;ri.iﬂ-;‘.m Bottle: lﬂu....._
- R T cent, Cab Moo 2607 0 =

'lllq 18, 1972

May Iﬂ' 1872

July 11, 1374
De. -

Feb. ZZ,-1974



Produci name and supplher's . . Duir of

Manafactarer ar suoplier . eatalog number .. .- Form of product appilication
WMeloy Laboratories G'I“;I.. i haoresls . Plates, G- mm: 10 determins- Sept. B, 1973
¢ lmnluhvnhum[l Hltﬂ. G- Plates: § per Unit .. Da.

¢ —— lnw.mn'lllt.u T2 H.'Il. N& H'Iﬂ - l'.'-‘l.rﬂbﬂni. 'hnr BN~ = July T, 1975

i L Imi:{'-laauulm ST Test Kit, H'u.
hdrrh Laboratories ... UDC 1T No 207638 o.uocaao
Do Na. I9T6-38 .

Whﬁrlﬂtﬂ.ﬂn LEB-

Mallard . rescliition Baffer-tris bar- w;-:.: 14 dram ... Dee 22, 1971
fae. <em Hﬂamm B1104. i N

Mallinsicrodt - Chemical Fes-0-Mat ETE solutlon _______ Vialt 1% dram .2 Feh 17, 1972

ﬂi‘ﬁi’%%‘w“;‘;gﬂ E
RIAMAT - T3 ,Standard 05  Vial
RIAMAT 79 Susdsed 10 - Vs L16ml
RIAMAT T3 GStendsrd 20 Visd: LS ml
TY Standard £0  Vial: L5ml

- T T4 1025 kit ... Kits comtaintag: 100 Apr. 1, 178
. M o .
Hiurh'h ﬁ Tm Cuhﬂuﬂkrinhrﬂm ﬂ!ﬂlllhld '“ll B0ml .. May 3, 1673
Systema, Ine. | - : L
I T ﬂ;rwmhﬂ ble i wmneme Vimli Boml. o
E: A T carboaymeéthyl- Mﬂhln bovine ...-Do
. serum albumin or rabbit serum

Do e Ectomine Sensitlzed RBC :

DY e cmmmsmm————— Wlmhﬁ

Do .....-_'___.._._ E-ethyl-S-{l-carbexy-n-propyl) bar- Visli 8 ml. and 10 ml.
e biturie aeid

- etescmn s Sutthyl-S-(1carbony-a-propyl) bar- Viali 8 mlb
'ﬂtuﬁu.‘nld hﬂn.. mé

|
§FFF OFF

bumin or rabbit m e

. bovine I:ihndn R - I — it
. or rabbit serum -Ihnu
immmmm—m e ememee  LTOpinecarbaxylic mcld .o I Vial: # ml, and 10 ml..
P - Morphine standard . __ .. . Vil:10ml oo, July l:lf 1973

7 ¥

Do

Do

DO a! i ee Inﬂhl.nﬂﬂng atandard. .. __ _¥isl: 25 mi. -
Do . cow- Eexonine-urine standard
Do
Do
Da
Da

Il Da.
- wmmem -Harbiturite-urice standard ... __..

Y 1 ———
demmesmemecasmmene Bensoyl Eegodine — Visi: 26 mr. and 180 T

Apr. 18, 187
. )
Banioyl Ecgomine-Urine Standard. ¥ial: 28 mi. & mez./mL Da.
Bmuri Ecgonine-Urine Standard Viel: 76 meg. .. Da.

Da.
Do,
Do.
Da,

4. v
| o — Emlm-ﬂrhlm__.__._. Vial: 25 ml 3 mop ‘'ml.
Do eemeewew  Cockife-Urine Standard - Lyophi- Wisl: 70 meg. . oo
Da

Huad
wemmmmem  MEthadone-Urine Standard ...... Wial: lﬁnlsnm-‘ml.
.......... — wvdn Standard Lyes "I"l-llr"l'ﬁ'll:l.'
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11781,

Product neme and mppliecs Duate of
Manulsciurer or supplisr catalog numbar Farm of preduct appllcation
Phenobarbital-Urine Standard __. Vial: 26 ml & meg. 'ml. Da.
Phnmhfuhl Urdne Btondsrd Ly- Vial: 126 med, -comeae Do
Em«:-‘blrhﬂhl-‘l.lrlm Bandard ____ Vial: 26 ml & meg. ‘ml. Da,
a«-“ -Urine Standard Ly- Vial: 128 meg. oo D,
A.;Ehnrhlhl-ﬂrtnn Standird ____ Vial: 28 ml. B mtd/ml Do,
Amobarbital-Urine Standard Ly- Vil 1256 meg. .. — D,
opphilized
MCI Blomedical ... IEP lvul-t_tl"n'. pH B2, 00 fonic Packege: 6.510 grams. Aug. 28, 1972
wtren N
mﬂ Dlsgnosticy ..ooee. T-1 test fan T, Wo, LAS0E . Viel: %" = 1 137167 . May 31, 1872
N TITTTTT 104 tcst fas Ti, No. LSOOG . Vial: 14 x 1 13/16° Da.
. MM Ime. .o ﬁrnnl-ﬂﬂ-lr_ll?l:al Buffer Concen» Vial: 10 ml July 11, 1974
trate .
o T Thymol- tal Buffer Coneens —_o.Dw coeoooooo. Do,
trate pH T.8.
Medical Chemieal Corp. - Seccbarbital su-dui, 10 my. por- Bottle: 120 ee. . Feb. B2, 1974
comk, Cat. Ne. 250,
Meloy Laboratories oo L’mrnhr-hnplmrﬂh Platea, G- Flates: 10 determine- Sept 6, 1973
Do oo ].m'mmlﬂnndﬂ‘lrup?ﬂ!ﬂdl FPlates, G- FPlisten: & per Unit __ Dea.
Do - _ Immunostatry T3 Kit, Moo Ki30__ Gllri.bﬂlrd box: 8%% x July T, 1975
C EN
Do o eeee e IEnrEOneatatns Td Test Kit, No. Ca s BT x D,
K140, Eig~ x 2y,
Purex Laboratories, Ine. - Camnabis sative, sllergenie oz~ Viel: 2 ee - Bapt. B9, 1571
traet, 1,000 pnu/ee. -
IMf e e ccmmme=  CEDARbES  eailve, allorgenie wax- Vial: 60 ee. . Da,
traet, 20,000 pEuSee. : K
Orthe Disgnoaties ... - .hm Thromebs  FAX He Bottle: 8.2 ml ... Eept 21, 1091
Do o icimen e H?‘inﬁ:, agnr gel plate, No. Plete: 43 ml per plate ' De.
T Dr:'ho: -lh-uiurnll] plaome eoaguls- TPoeket: D68 Mg ... Espt. 21, 1971
eoalio
Do o e Dﬂtl?lﬂlul‘hh pcjih'l\e contredl No. Vial: 1 mg e Mar. 2T, 18572
Orthi DHagnosties _____ . Orthe Coftrol Urine LN, Mo. 8040 Vial: 26 ml. Lyophilized Oet. 10, 1974
Ouford Labormtories ... StaTd Adsorbent] Cataleg Mo, 991, Bottle: 88 mL . __ Oet. 28, 1974
T LT 1 Amrbm:. Catalog Mo, 992, Bottle: 305 ml cuven— Do
Oxy BMetal Industries Co Cam d B Selati S ———— Siee] d = 3B — " T
l::"il {.'blmli.n;:l G:. __T_p... Urine Pm.d:u: mnt:almlﬂ . ll.-l:i. _...E:J:_____ Eﬁ. l}, }ﬂi
Do _.oomioaeeoe———__ Drug reflerence standards set con- Vial: Dia.
taining:
Group A _iaeeecc e amm——aa L
Group B ___ Da
Group ©
Group D _
Groap B .
Bebering Corpe oo e Mepuspadk e Vinl: ¥ dram .nl.ph.h. July 16, 1872
Sehwmrz/ Meann Divisien, D' Lesmphstimine sulfate OC1l4 Flank: 0.06 me, 0.1 me, Sept 14, 1972
Decton Dickdon and Co.  eterile squeous solution. o5 me, 1.0 me,
[ R —— T TP T Cl4 nterile ___. [ — Do.
. mquesus aclution,
Da ... .ccommeccemeee l-amphetamine sulfate Cl4 sterile ___ Do . _ _____...__ D,
pquecus solution.
Beeobarbital b Ol s e DO e D,
Becobmrhitel T CId ____ __ - - Do, D,
Barbital buffer salt mixt Mo, Vial: 60 ee. __ . 4, 1971
OTEE-04 wnd No, 0752-07
Barbital-acid buffer salt, Ma, 1173, Do
Barbital-sodivem buffer salt, MNo. Da,



_ Product name and sapplier’s | '
lull‘until.-ullﬂlh - eatnlog number Form of prodeect qm

D9 oo cecmeewnme - Barringer &  Woodard buffered Vial: 0.73 15

: - substrate No. 2696, . - s ™ m"‘""
Buchler Wnﬁ&rﬁ.ﬁ: Vialz “.Hnm I Do,
o nﬂn-!m * T

Buffer barbitsl, pH 3.8, No. 7691 'a'hh n.Tl Eramy

- . 10 dram: vial. per
- ‘PBuffer salt—barbital scetate, mix- Viml: 14T grams
ture pH £.46, No. 3787. 20.6 x 80 mm. ¥
Buffer salt mivtors pH 83, No. Vial: 1786 grama per
'I'HL 2056 x B0 mm. vial

Her aalt mixture Spince B-1, Vial: 1212 grams per .

hﬂrﬂ-‘hmhlhﬂfﬂﬂ No. 35 x 80.mm. _\'il."l.'

Buffer mlt miztore ‘Spifco B2, Vial: 1815 grams pe
pi 8.6, 0.076 lomic strengih, No. 795 x 50 mm. vial,

mnnuu:.u&.u- chioride, Wial: EIM' ETRES Der
pH T.l.]i‘k I-H-T vial, -
Baffered

:Inuwlwl-
ﬂlﬁmﬁ’ﬂtml c 18 x men. wial,
ml,, 'l{ 7.8, Hn. Vial: 1648 grams

T visl . per
_fﬂiﬂﬂimﬂhﬂnﬂdnb— Vial: LI2R grams per
T

s

strate, Mo, 23700, . 16 = mm. vial

“King tm mh-ud ‘sub- Vial: L4 srams
Boe & Whitmore boffersd wub Vial: 0.854  mram

mﬁm v <. 15 = 45 mam.
products buffer salt mix- Vial: 'lllll:-l.u-u per

Shinowars, Jones & Helnbart buf. Viad u.ug ;
ones - : ETam per
fered mhdmﬂm 23718, - 15 x-AG man. vial. .
Thymaol bar buffer Melagam Vial: 1256 grams per '~
Modifled pH T4, Na, 29344, . 15 x 45 mon. vial,
Th boffer 100 mil—100 meg. Wial:' 0.08{ gram per
lPlpﬁtr.Hn?H&t . 15 x 45 mm. vial
!!.Inl-m.t r pH T.8, SacCagen, . \l'llih:l L092 gramsa per
e . winl, .
buffer !1H. 'T.56 Maieer, Vial: 0.38 gram per 13
: 1 x 45 mum. vial,
Do i rdinill '111::’?‘1‘] tu;'hld&rr lest wot, Mo, Packet: I gram .. ___. Now, 1971
D9 oomnionroee  Eine sulfate pif 7.5 (Kunkel ), Mo, - ?1-;.1 WII4 gram per Sept.. 15, 1871
£l o - . . T
- Do’ 'I!'I'.I-l. phoaphate substrate Mo, Bolue: doz .. ... . Jaly 1973
Du Glyeerophosphate substrate No. .. Doeeoooooooooo....
BTE=L
Do

m;umm sulmtrate Mo, ..o D0 aecoce.iiaoa.
LT P - o
Acid

FREF FY FFF B ¥ . P PR’ FRPRYFPPFFFFF F FFFF

Shrmatox sojution Mo, Bottle: 25 ml and 3
T A, 190 ml. Ak, € 1m0
o DO e S Eurn' hematoxylin lﬂlﬂihﬂl Mo, ....Da ... -
DO e eaem ﬂum Siagle .ﬁ—lq’ Visl, Ko, Vial: 3 ml ...... . May 25 1073
D0 oooeoeer arseen SGOT Asssy Vial, No, 55.6 ... Visl:16mi .o . . | ’
Do o - s. SGOT 10 Assay Vial, Mo, 56-10 .. Visl: %0 mi ... .. |
Do moooeicaas Briil'.‘r Single Assay Vial, Mo, 55- Viali 3 ml, .__... .
| s:?ruum Vial, No. 35-5 Vikl: W ml ...
Do LTl SUPT I Vial Ba- Vial:@oml Ll ...
D8 cocccccces wn-n - SGOT Reagent Na, 16510 | . B T
Do oo - = S0OOT Reagent No.o 155.100 vH.t:_‘llHIm].. e
DO e ee oo SGPT Reagent Jo. I85-10P . .. weal: 30w, ..
DO coeccncrnni menee= SGFT Resgent No, 166-100F . . WViel: 100 ml ... ... .
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Predust name and sapplier's . Dats of
entalog number

Manufarturer or smppller Feorm of product mpplication
DO oo e LDH-F Reagent Mo, LE6-10 Wisl: 98 ml. ... Ton.
Da oITTTTIIITIIII LDH-F Reagent Mo, 125-100 .0 Viai: : Do
Sherwood Medical Indus- lancer fibrioogen determinstion, Kit .. ..., Apmll 17, 1976
[ S — Rc-ﬁnl. kit catalog Mue, EERS-
Semith Kiline Instruments, Uptake Diagnostic Test . _...... Test Kit containing! et 15, 1976
T-3 Ine. 5 plastic tubes coated
with antibaidy,
tandardn, .
- 1 wial of radiomctive
1 winl of barbital
buffer.
E. R. Bquith & Some .- Barbital Buffer Mixtire for mse Wial: §ee. ... Now, 21, 1872

E. R. Squibh & Sona, Ine._

M cimmrmm—amm—

1 - B T——

L ———

with Geatrin Immmaitope Eii Mo,
LN

AuSure [I BnHm Buffer Pow- Vial: 150 gm. . July 28, 1871

v, Mo BT
Awfuore 11 EEE" PI.I.H Mo, BTEZ0D. Flate: all. microliters Bept 16, 1871
par waell,
Bﬂhit-lJ. buifer mixtore Mo, 09500, Vial: 6066 grm. .. Des. 21, 1952
buffer misture for uvee Wial: b eeo . July 30, 1873
m digexin immuteps kit Me.
038640,
Kit, Catalog No. Feh, I6, 1973
OP1TE,
To inelwde:
{a} Thyroatai-i Stendard Solu- Vil: T ml comae,
(L] Thyrostat-d Buffer Bclution, Boktle: 60 ml. —oeeeeew

Barbital Duffer Mixture for use Vial: 24 g per & ml Aug. 6,
;;.!ugul}h'aﬂu. Immutope Kit Ne.  val,

Coanine, 04-3188 SN i -
Mthanuatone, sagigs T MO “"_“'af_'_'f_f'_”_l__ June
Lysergic Aeid mzthj]lmhlt Tar- E00 wg/glass moapul .

trate, G4-9198
Palloein, E.Nd ug/gloss ampil

L1 ) 1 —
Hexoborbital Na, 048177 R ¢ | R ————
Methadone Mo, H-0183 . _
Mathamphetaming Mo, 04-9168 ___ ... Do ..__.._._._____
Mephoborbital Mo, 04-017H _

FEPETEPYEEY PYRPEISYYPERERIFREY

- Cannabinol Asetats, No. 048228 _

Maorphine Mo, 04-9180 .

Fentobarbdtal Ne, 04-9175

Phenobarbitel Mo, 04-8151

Phnnv]mth}'l.b-rhiluri.-: nzdd
04-9162,

Seenbarbital Wo. Iilhﬂll':l i

Harls mix-1

Bark endu-2 ... .

Amph ml.u - e M e m—

Alk mix - I
Cannebichromense, Moo 04-0328 ___ Amposle: 1 ml. ... How,
Canmabidin], Mo, 043220 RO e —
Canmabidinlic Aeid, Noo IJ-I.-I].SE! D e
Canpablgerol, Neo 0-0223% ______ -

Canmabinol, Noo M-0226 ____ . _ ____Do . oo cicmca

FFEEFuPYFeY FPFPFRFPYFSERFFEEREY FF.

1974

1375

1872

1373

1874



Manufacturer or supplier

Predust name and sapplise's
catulog mbTr

Farm of product

EYYA Co cmvcrmnes

m—rammmEn s s

e e ——
D LT T [T Ao r—
L L T T ——
————

e

ALWTHC, Moo M-822T7 .
AVTHC, Moo 40208 _

Frat benroyl acgenine calibrator. .
Frat methadone ealibrator _
Frat opinte colibrator . ___
Frat amphetamine calibrator ____
Frat barbiturate ealibrator ______
Frat Oplate Spin Label Reagent B
Frai mth done Epin Label Ree

sgent B,
Frat Barbiturste Bpin Label Hes
ngent H.
Frat Amphetamine 8pin Labsl He=
agent B,

- —

Frat Cocninn Metabolite Spin Label
Reagpent B, *

Emit Oplate Enzyme Reagent ..
Emit Methadone Entyme Reagent

B.
Ehn::l- Barbitarate Enzyme Heagent
Emit A ridn
E.M e Enzyme Re-
Emlt l:."m-.iu Metabolite Enzym
Reagent H. "

mﬂﬂh{:ﬂmh t B__
J inlu;i Enmlgl:iml

Emu Rm‘munh Enzyme Reagent
Emil j.l:l.p}ql‘.lﬂ'ldl& Enw Re-

agent B,
Matabollte Entm

Emit Coeni
Reagent I
Emit High Calibrator ___________
Froducts of the following wsub-
stances glther alone or in com-
H.lll‘l::lﬂ with ane another and
nal exosed ams
mill lLktar Irnph?llfl:“:; huu{':;
w (1! Amphetamine  (2)
) Beosin ?;' bk iidens:
i,
El'h)nf {aw e (1) Beth-
layl
ndome, () Hammpsxjn ine,
WIl.un! {iﬂé Mor=
Mo e Ghacuros

nIdl. {13 Pentobarbital, lii
nh.rljib-L. (14} Been

Emit AED-Ho, 1| Cellbrator .-
Emit AED-No. & Callbrator ____
Emit AED-Mo. 8 Calbrator _____
Emit AED-Np. 4 Calibrstor _____
Enmilt AED-Mo. § Calftwator _____
Emit AED-No. 1 Calibrator ...
Emit AED-No. 2 Calibrator .. ...
Emift AED-No. 3 Calibrator _____
Emit AED.Ne, 4 Calibrator ...
Emit AED-No. 5 Caflbrator ...
Antepileptis Drug Contral ...

Emit P&:m-hthlul Enzyme Re-

Agenk
Coultor Tox Cut-0f Colibrator __

RN + |

Vial: 1 mb _______ —
Dia

RN . N —— .

Huttlﬂ [

. 1 .

Do .
Vini: b ml oo

Vinl: & ml., Iyophillsed
=---Do

S 1 .

e o

Vial: 10 ml. lyephilized

p—

Winl: 10 mlL Iyophilized

Vial: 6.5 mil -
e} mle Lrophll

Vial: 1 ml oo

Bepit.

May
May

5y gg

, 1972

187k

¥ 777 ????FF?F?:&???E’E

3, 1872
B, 1878

Aug, 27, 1978
Do

Apr.

I, I
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Preduct nams snd supplier's
bar

Duta af

Mannfsctarsr sr sapplisr eatalog mom Form of preduct appHestion

Do oo Coulter Tex Oplate Enzyme Ra- Vial: 1 and 2 ml. .. Do,
agent,

Do e e Coulter Tox Methadone Ensrme Do oo Do
Eeagent,

o ——— Coulter Tox Amphetamine Entyme . Do o comnano _— Do
Reagent,

Do e e Cm.tltft n'lt"or.x Barbiturate Enzyme .. D0 ocvneccccaa—aa Do

DO weoeimecommmmmmen Coulter Tox Cocsine Metabalite Do Do,
Enzyme Reagent.

Dy o Emit DATU LOW Calibrator __.__ Viml: 8 ml. o ________ Jualy B, 197E

1 —— Emit DAD MEDIUM Calibrator_. - D0 ceccncmremmnme= Da,

Do oecmemm e Emit  BENNODIAZEPINE ME- Gless bottle: 5.5 ml. - D,
TABOLITE Enzyme Reagent B.

Do ool . Inm Glasg bottle: §0.0 ml__ Da.

Taylor Chemicals, Ins. ... Code 130TD—Eine Reagent D .. hllzhl 2ox, 4 ox, B ox, Aug 5L 1973
(i1 A
Do eevncemee————eeee— Special Zine Reagent eatalog Moo Bottle: 1 gt. (32 Al cm), Sept 29, 197E
y 1807.D.8. 1 pt (18 @ os), 4 o8
. (4 A ox).
Technem, Ine. Beil‘:;qi Ecgonlne-BSA, lot No, 81-  Glase wial: 8 ml _____  July 21, 197F

Do oo~ Benzoyl Ecgonine-RBA, lot No. Ble  coeadM e —— Do

172-B. :

(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.25; filed Jul 9, 1974, 9:29 am: Unpublished; filed Jun 9, 1977, 8:55 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 IR 1341; readopted filed Oct 4, 2007, 3:33 p.m.: 20071031-IR-856070060RFA)

856 IAC 2-2-12 Rulemaking hearings
Authority: IC 35-48-3-1
Affected: IC 4-22-2; IC 35-48-3-1

Sec. 12. Hearings for rule making. In any case where the Indiana Board of Pharmacy shall hold a hearing on the issuance, amendment, or repeal of rules
pursuant to IC 1971, 35-24.1-2 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended, the procedures
for such hearing and accompanying proceedings shall be governed generally by the rule making procedures set forth in IC 1971, 4-22-2 as amended, and
such procedures, if relating to standards and schedules, be of record in accordance with IC 1971, 35-24.1-2-1 [Repealed by Acts 1976, P.L.148, SECTION
24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended. (Indiana Board of Pharmacy; Reg 28,Ch I1,Sec 2.31; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-13 Purpose of public hearings
Authority: IC 35-48-3-1
Affected: IC 35-48-3-1

Sec. 13. Purpose of hearing. Whenever proceedings are initiated pursuant to IC 1971, 35-24.1-2 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48.] as amended, of this chapter, the Indiana Board of Pharmacy shall hold a hearing of record for the purpose of
receiving factual evidence and expert opinion regarding the issues involved in the issuance, amendment or repeal of a rule issuable pursuant to IC 1971, 35-
24.1-2 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

On the date set for hearing any interested party in person or by attorney shall be afforded an adequate opportunity to participate in the formulation of the
proposed rule or rules through the presentation of facts or argument or the submission of written data or views. All relevant matter presented shall be given
full consideration by the Board.

The Board may adopt procedures in addition to those required by this Act [IC 35-48] including the holding of conferences and inviting and permitting the
submission of suggestions, facts, argument and views of interested persons in advance of the drafting of the proposed rule or rules. (Indiana Board of
Pharmacy; Reg 28,Ch I1,Sec 2.32; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-2-14 Exempt anabolic steroid products
Authority: IC 35-48-2-14
Affected: IC 35-48-2

Sec. 14. The following anabolic steroid containing compounds, mixtures, or preparations have been exempted from this rule and are not controlled
substances:

Trade Name Composition Company
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Androgyn L.A.

Andro-estro 90-4

depANDROGYN

DEPO-T.E.

deptestROGEN

Duomone

DURAtestRIN

DUO-SPAN I

Estratest

Estratest HS

PAN estra test

Premarin with

methyltestosteron

Premarin with
methyltestosteron
Test-ESTRO cypi
Testosterone Cyp
estradiol Cyp 2
Testosterone
Testosterone
Testosterone

Testosterone

Testosterone tion

Vial; testosterone nathate 90 mg-ml;

estradiol valerate 4 mg-ml

Vial; testosterone enanthate 90 mg-ml; estradiol valerate 4 mg-ml

Vial; testosterone cypionate 50 mg-ml;estradiol cypionate 2 mg-mi

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone enanthate 90 mg-ml; estradiol valerate 4 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; Esterified cypionate 2 mg-

ml

Tablet; esterified estrogens 1.25 mg; methyltestosterone 2.5 mg
Tablet; esterified estrogens 0.625 mg;
methyltestosterone 1.25 mg

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Tablet; conjugated estrogens 1.25 mg; methyltestosterone 10.0

mg

Tablet; conjugated estrogens 0.625 mg; methyltestosterone 5.0

mg

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone cypionate 50 mg-ml; estradiol cypionate 2 mg-ml

Vial; testosterone enanthate 90 mg-ml; estradiol valerate 4 mg-ml

Forest Pharmaceuticals
St. Louis, MO

Rugby Laboratories
Rockville Centra, NY

Forest Pharmaceuticals
St. Louis, MO

Quality Researchuticals
Carmel, IN

Martica Pharmaceuticals
Phoenix, AZ

Wintec Pharmaceuticals
Pacific, MO

W.E. Hauck
Alpharetta, GA

Primedics Laboratories
Gardena, CA

Solvay Pharmaceuticals
Marietta, GA

Solvay Pharmaceuticals
Pan American Labs
Covington, LA

Ayerst Labs, Inc.
New York, NY

Ayerst Labs, Inc.
New York, NY

Rugby Laboratories
Rockville Center, NY

|.D.E. - Interstate
Amityville, NY

Best Generics
No. Miami Beach, FL

Goldline Labs
Ft. Lauderdale, FL

Scein Pharmaceuticals
Port Washington, NY

Steris Labs, Inc.
Phoenix, AZ

Steris Labs, Inc.
Phoenix, AZ
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(Indiana Board of Pharmacy; 856 IAC 2-2-14; filed May 31, 1994, 5:00 p.m.: 17 IR 2337; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)
Rule 3. Registration Information—Special Instructions

856 IAC 2-3-1 Registration information furnished upon request
Authority: IC 35-48-3-1
Affected: IC 35-48-3-1

Sec. 1. Information; special instructions. Information regarding procedures under these rules and instructions supplementing these rules will be furnished
upon request by writing to the Indiana State Board of Pharmacy. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.02; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-2 Persons required to register
Authority: IC 35-48-3-1
Affected: IC 35-48-3-3

Sec. 2. Persons required to register. Every person who manufactures, distributes, or dispenses any controlled substance or who proposes to engage in the
manufacture, distribution, or dispensing of any controlled substance shall obtain annually a registration unless exempted by law or pursuant to sections
3.14—3.17 [856 IAC 2-3-5 — 856 IAC 2-3-8] of this chapter. Only persons actually engaged in such activities are required to obtain registration; related or
affiliated persons who are not engaged in such activities are not required to be registered. (For example, a stockholder or parent corporation of a corporation
manufacturing controlled substances is not required to obtain a registration).

As soon after the effective date of these rules as is practicable, the Board shall issue a provisional certificate to all persons when in possession of a valid
State of Indiana or Federal certificate of registration authorizing such persons to manufacture, distribute, dispense, prescribe or possess controlled
substances. The provisional certificates shall be valid until the Board shall declare that applications for annual renewals shall begin and until such applications
have been acted upon by the Board. During the first renewal period, when it is instituted, applications shall be required from all prospective registrants in
alphabetically ordered increments according to a schedule to be adopted by the Board. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.11; filed Jul 9, 1974,
9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-3 Independent activities; separate registration required; exceptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-3; IC 35-48-3-4

Sec. 3. Separate registration for independent activities. (a) The following groups of activities are deemed to be independent of each other:
(1) Manufacturing controlled substances;

(2) Distributing controlled substances;

(3) Dispensing controlled substances listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6];

(4) Conducting research (other than research described in sub-paragraph (6) of this paragraph) with controlled substances listed in Schedules Il through
V [856 IAC 2-2-3 — 856 IAC 2-2-6];

(56) Conducting instructional activities with controlled substances listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6];

(6) Conducting research with narcotic drugs listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] for the purpose of continuing the
dependence on such drugs of a narcotic drug dependent person in the course of conducting an authorized clinical investigation in the development of a
narcotic addict rehabilitation program pursuant to a Notice of Claimed Investigational Exemption for a New Drug approved by the Food and Drug
Administration;

(7) Conducting research and instructional activities with controlled substances listed in Schedule | [856 IAC 2-2-2]; and

(8) Conducting chemical analysis with controlled substances listed in any Schedule.

(b) Every person who engages in more than one group of independent activities shall obtain a separate registration for each group of activities except as
provided in this paragraph. Any person, when registered to engage in the group of activities described in each subparagraph in this paragraph, shall be
authorized to engage in the coincident activities described in that subparagraph without obtaining a registration to engage in such coincident activities,
provided that, unless specifically exempted, he complies with all requirements and duties prescribed by law for persons registered to engage in such
coincident activities:

(1) A person registered to manufacture any controlled substance or basic class of controlled substance shall be authorized to distribute that substance
or class, but no other substance or class which he is not registered to manufacture;

(2) A person registered to manufacture any controlled substance listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] shall be authorized to
conduct chemical analysis and pre-clinical research (including quality control analysis) with narcotic and non-narcotic controlled substances listed in those
schedules in which he is authorized to manufacture;

(3) A person registered to conduct research with a basic class of controlled substance listed in Schedule | [856 IAC 2-2-2] shall be authorized to
manufacture such class if and to the extent that such manufacture is set forth in a research protocol federally approved by the Drug Enforcement
Administration and to distribute such class to other persons registered or authorized to conduct research with such class or registered or authorized to
conduct chemical analysis with controlled substances;
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(4) A person registered or authorized to conduct chemical analysis with controlled substances shall be authorized to manufacture such substances for
analytical or instructional purposes, to distribute such substances to other persons registered or authorized to conduct chemical analysis or instructional
activities or research with such substances and to persons exempted from registration pursuant to section 3.16 [856 IAC 2-3-7], and to conduct instructional
activities with controlled substances; and

(5) A person registered or authorized to conduct research (other than research described in paragraph (a)(6) of this section) with controlled substances
listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] shall be authorized to conduct chemical analysis with controlled substances listed in those
schedules in which he is authorized to conduct research, to manufacture such substances if and to the extent that such manufacture is set forth in a statement
filed with the application for registration, to distribute such substances to other persons registered or authorized to conduct chemical analysis, exempted from
registration pursuant to Section 3.16 [856 IAC 2-3-7], and to conduct instructional activities with controlled substances;

(6) A person registered to dispense controlled substances listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] shall be authorized to
conduct research (other than research described in paragraph (a) (6) of this section) and to conduct instructional activities with those substances.

(7) A person registered as a manufacturer shall be authorized to conduct one, all or several of the activities and coincident activities enumerated and
described in paragraphs (b)(1), (b)(2), (b)(3), (b)(4), and (b)(5) under a single registration if set forth in his application and pertaining to those controlled
substances or schedules as set forth in his application. (For example, a manufacturer under a single registration may perform all or any of the following
activities, by way of illustration and not limitation; (a) manufacture and distribute any controlled substance or basic class, (b) chemical analysis, (c) Schedule |
[856 IAC 2-2-2] research pursuant to a federally approved protocol, (d) Schedule Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] research, and (e) instructional
activity if set forth in his application and for those controlled substances or schedules as set forth for each activity.

(c) A single registration to engage in any group of independent activities may include one or more controlled substances listed in the schedules authorized
in that group of independent activities. A person registered to conduct research with controlled substances listed in Schedule | [856 IAC 2-2-2] may conduct
research with any substance listed in Schedule | [856 IAC 2-2-2] for which he has filed and had approved a research protocol, by the Federal Drug
Enforcement Administration. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.12; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45
p.m.: 25 IR 1341)

856 IAC 2-3-4 Separate registrations for separate locations; exceptions
Authority: IC 35-48-3-1
Affected: IC 16-1-39-2; IC 16-1-40; IC 35-48

Sec. 4. Separate registrations for separate locations. (a) A separate registration is required for each principal place of business or professional practice at
one general physical location where controlled substances are manufactured, distributed, dispensed, or possessed by a person.

(b) The following locations shall be deemed not to be places where controlled substances are manufactured, distributed, or dispensed:

(1) A warehouse where controlled substances are stored by or on behalf of a registered person, unless such substances are distributed directly from
such warehouse to registered locations other than the registered location from which the substances were delivered or to persons not required to register by
virtue of IC 1971, 35-24.1-3-2(c)(2) [Repealed by P.L.26-1977, SECTION 25. Compare IC 35-48-3-3.] as amended.

(2) An office used by agents of a registrant where sales of controlled substances are solicited, made, or supervised but which neither contains such
substances (other than substances for display purposes or lawful distribution as samples only) nor serves as a distribution point for filling sales orders; and

(3) An office used by a practitioner (who is registered at another location) where controlled substances are prescribed but neither administered nor
otherwise dispensed as a regular part of the professional practice of the practitioner at such office, and where no supplies of controlled substances are
maintained.

(c) The requirement of registration is waived for ambulances as defined by IC 16-1-39-2 and 836 IAC 1-1-1 operated by an ambulance service provider
also defined at 836 IAC 1-1-1 which holds certification as a provider organization as this term is defined in IC 16-1-40 from the Indiana Emergency Medical
Services Commission, providing that the pharmacies of the supervising or sponsoring hospitals hold a valid Indiana Board of Pharmacy permit and valid
Indiana and Federal Controlled Substances Registration. (Indiana Board of Pharmacy; Reg 28, Ch Ill, Sec 3.13; filed Jul 9, 1974, 9:29 am: unpublished; filed
Feb 11, 1981, 9:05 am: 4 IR 377; readopted filed Nov 14, 2001, 2:45 p.m.. 25 IR 1341)

856 IAC 2-3-5 Exemption of agents or employees; affiliated practitioners; paramedics
Authority: IC 35-48-3-1
Affected: IC 16-1-40; IC 35-48-3-3

Sec. 5. Exemption of agents and employees; affiliated practitioners. (a) The requirement of registration is waived for any agent or employee of a person
who is registered to engage in any group of independent activities, if such agent or employee is acting in the usual course of his business or employment.
(b) An individual practitioner (other than an intern, resident, or foreign-trained physician) who is an agent or employee of another practitioner registered to
dispense controlled substances may, when acting in the usual course of his employment, administer, and dispense (other than by issuance of prescription)
controlled substances if and to the extent that such individual practitioner is authorized or permitted to do so by the jurisdiction in which he practices, under
the registration of the employer or principal practitioner in lieu of being registered himself. (For example, a pharmacist employed by a pharmacy need not be
registered individually to fill a prescription for controlled substances in a pharmacy if so registered).
(c) An individual practitioner who is an intern, resident, or foreign-trained physician may dispense, administer, and prescribe controlled substances under
the registration of the hospital or other institution which is registered and by whom he is employed in lieu of being registered himself, provided that:
(1) Such dispensing or prescribing is done in the usual course of his professional practice;
(2) Such individual practitioner is authorized or permitted to do so by the jurisdiction in which he is practicing;
(3) The hospital or other institution by whom he is employed has determined that the individual practitioner is so permitted to dispense, administer, or
prescribe drugs by the jurisdiction;
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(4) Such individual practitioner is acting only within the scope of his employment with the hospital or institution;

(6) The hospital or other institution authorizes the intern, resident, or foreign-trained physician to dispense or prescribe under the hospital registration
and designates a specific internal code number for each intern, resident, or foreign-trained physician so authorized. The code number shall consist of
numbers, letters, or a combination thereof and shall be a suffix to the institution's DEA registration number, preceded by a hyphen (e.g., AP 0123456-10 or AP
0123456-A12); and
(6) A current list of internal codes and the corresponding individual practitioner is kept by the hospital or other institution and is made available to the public
upon request for the purpose of verifying the authority of the prescribing individual practitioner.

(d) The requirement of registration is waived for advanced emergency medical technicians and emergency paramedics as described in IC 16-1-40 and 836
IAC 2-1-1 insofar as they administer controlled substances within the applicable requirements and standards of IC 16-1-40 as well as the rules and
regulations promulgated thereunder by the Indiana Emergency Medical Services Commission. (Indiana Board of Pharmacy; Reg 28, Ch Ill, Sec 3.14; filed Jul
9, 1974, 9:29 am: unpublished; filed Feb 11, 1981, 9:05 am: 4 IR 378; errata, 4 IR 536; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-6 Exemption of military or public health service personnel
Authority: IC 35-48-3-1
Affected: IC 35-48-3-3

Sec. 6. Exemption of certain military and other personnel. (a) The requirement of registration is waived for any official of the U.S. Army, Navy, Marine
Corps, Air Force, Coast Guard, or Public Health Service who is authorized to prescribe, dispense, or administer, but not to procure or purchase, controlled
substances in the course of his official duties. Such officials shall follow procedures set forth in Part 6 [856 IAC 2-6] of this chapter regarding prescriptions, but
shall state the branch of service or agency (e.g., “U.S. Army” or “Public Health Service”) and the service identification number of the issuing official in lieu of
the registration number required on prescription forms. The service identification number for a Public Health Service employee is his Social Security
identification number.

(b) If any official exempted by this section also engages as a private individual in any activity or group of activities for which registration is required, such
official shall obtain a registration for such private activities. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.15; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-7 Exemption of law enforcement officers; registration of law enforcement laboratories
Authority: IC 35-48-3-1
Affected: IC 35-48-3-3

Sec. 7. Exemption of law enforcement officials. (a) The requirement of registration is waived for the following persons in the circumstances described in this
section:

(1) Any officer or employee of the Drug Enforcement Administration, any officer of the U.S. Bureau of Customs, any officer or employee of the United
States Food and Drug Administration, and any other Federal officer who is lawfully engaged in the enforcement of any Federal law relating to controlled
substances, drugs or customs, and is duly authorized to possess controlled substances in the course of his official duties; and

(2) Any officer or employee of any State, or any political subdivision or agency thereof, who is engaged in the enforcement of any State or local law
relating to controlled substances and is duly authorized to possess controlled substances in the course of his official duties.

(b) Any official exempted by this section may, when acting in the course of his official duties, possess any controlled substance and distribute any such
substance to any other official who is also exempted by this section and acting in the course of his official duties.

(c) Any official exempted by this section may procure any controlled substance in the course of an inspection, in accordance with IC 1971, 35-24.1-5-2
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended, or in the course of any criminal investigation
involving the person from whom the substance was procured.

(d) In order to enable law enforcement agency laboratories to obtain and transfer controlled substances for use as standards in chemical analysis, such
laboratories must obtain annually a registration to conduct chemical analysis. Such laboratories shall be exempted from payment of a fee for registration.
Laboratory personnel, when acting in the scope of their official duties, are deemed to be officials exempted by this section and within the activity described in
IC 1971, 35-24.1-5-6(c) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended. For the purpose of this
paragraph, laboratory activities shall not include field or other preliminary chemical tests by officials exempted by this section. (Indiana Board of Pharmacy;
Reg 28,Ch 1ll,Sec 3.16; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-8 Exemption of civil defense officials
Authority: IC 35-48-3-1
Affected: IC 35-48-3-3

Sec. 8. Exemption of civil defense officials. (a) The requirement of registration is waived for any offical of a civil defense or disaster relief organization who,
in the course of his official duties, is authorized to:
(1) Maintain, and distribute for such maintenance, controlled substances held for emergency use; or
(2) Procure controlled substances for the purpose of maintaining supplies for emergency use, provided that all of such procurement is from the U.S.
General Services Administration and in accordance with the rules of the U.S. Office of Emergency Preparedness.
(b) The requirement of registration is waived for any official of a civil defense or disaster relief organization during a state of emergency or disaster within
his jurisdiction proclaimed by the President or by a concurrent resolution of the Congress, which official, in the course of his official duties during such
emergency or disaster, is authorized to:
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(1) Dispense controlled substances; or
(2) Procure or distribute controlled substances, provided that all such procurement is on a special “Civil Defense Emergency Order Form,” as described
in this section.

(c) Civil Defense Emergency Order Forms shall be furnished by the U.S. Office of Emergency Preparedness and will contain the name of the civil defense
or disaster relief organization. Such forms may be used and are valid only during a state of emergency or disaster proclaimed by the President or by a
concurrent resolution of the Congress for the area in which the organization using such forms has civil defense or disaster relief jurisdiction, who shall state
his position and the nature and legal designation of the emergency or disaster. Such forms may be filled by any person registered under the Act [IC 35-48].
The Organization shall, upon the execution of a Civil Defense Emergency Order Form, be deemed to be registered under the Act [IC 35-48] for purposes or
recordkeeping pursuant to Part 4 [856 IAC 2-4]. (Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.17; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-9 Registration fees
Authority: IC 25-26-13-4
Affected: IC 25-26-13-4

Sec. 9. (a) For each registration or reregistration to manufacture controlled substances, the registrant shall pay a fee of one hundred dollars ($100).

(b) For each registration or reregistration to distribute controlled substances, the registrant shall pay a fee of one hundred dollars ($100).

(c) For each registration or reregistration to dispense or to conduct research or instructional activities with controlled substances listed in 856 IAC 2-2-3
through 856 IAC 2-2-6, the registrant shall pay a fee of one hundred dollars ($100).

(d) For each registration or reregistration to conduct research or instructional activities with controlled substances listed in 856 IAC 2-2-2, the registrant
shall pay a fee of one hundred dollars ($100).

(e) For each registration or reregistration to conduct chemical analysis with controlled substances listed in any schedule, the registrant shall pay a fee of
one hundred dollars ($100).

(f) For each registration or reregistration for a practitioner seeking to prescribe, administer, or dispense controlled substances, the registrant shall pay a fee
of sixty dollars ($60). (Indiana Board of Pharmacy; Reg 28, Ch lll, Sec 3.21; filed Jul 9, 1974, 9:29 a.m.; Unpublished; filed Jul 8, 1981, 9:00 a.m.: 4 IR 1499;
filed Jul 20, 1984, 10:00 a.m.: 7 IR 2379; filed Aug 21, 1986, 10:30 a.m.: 10 IR 63; filed Jun 6, 1996, 9:00 a.m.: 19 IR 3106; readopted filed Oct 17, 2001, 3:25
p.m.: 25 IR 940)

856 IAC 2-3-10 Time and method of payment; refund (Repealed)
Sec. 10. (Repealed by Indiana Board of Pharmacy; filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)

856 IAC 2-3-11 Persons exempt from fee
Authority: IC 35-48-3-1
Affected: IC 35-48-3-1

Sec. 11. Persons exempt from fee. (a) The Indiana State Board of Pharmacy shall exempt from payment of a fee for registration or re-registration the
following persons:

(1) Any official or agency of the U.S. Army, Navy, Marine Corps, Air Force, Coast Guard, Veterans' Administration or Public Health Service who or which
is authorized to procure or purchase controlled substances for official use; and

(2) Any official, employee, or other civil officer or agency of the United States, or any State, or any political subdivision or agency thereof, who or which
is authorized to purchase controlled substances, to obtain such substances from official stocks, to dispense or administer such substances, to conduct
research, instructional activities, or chemical analysis with such substances, or any combination thereof, in the course of his or its official duties or
employment.

(b) In order to claim exemption from payment of a registration or re-registration fee, the registrant shall have completed the certification on the appropriate
form, wherein the registrant's superior (if an individual) or officer (if an agency) certifies to the status and address of the registrant and to the authority of the
registrant to acquire, possess, or handle controlled substances.

(c) Exemption from payment of a registration or re-registration fee does not relieve the registrant of any other requirements or duties prescribed by law.
(Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.23; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-12 Time for registration or re-registration application
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 12. Time for application for registration; expiration date. (a) Any person who is required to be registered and who is not so registered may apply for
registration at any time. No person required to be registered shall engage in any activity for which registration is required until the application for registration is
granted by the Indiana Board of Pharmacy.

(b) Any person who is registered may apply to be re-registered not more than 60 days, before the expiration date his registration. (Indiana Board of
Pharmacy; Reg 28,Ch lll,Sec 3.31; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)
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856 IAC 2-3-13 Application forms; reregistration forms
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 13. (a) If any person is required to be registered, and is not so registered and is applying for registration, the following apply:

(1) To manufacture and perform other coincident activities (see 856 IAC 2-3-3(b)(7) [section 3(b)(7) of this rule]) with controlled substances, he or she
shall apply on Form CSR-1A.

(2) To dispense, or to conduct research (other than research described in 856 IAC 2-3-3(a)(6) [section 3(a)(6) of this rule]) with, or to conduct
instructional activities with, controlled substances listed in Schedules Il through V under 856 IAC 2-2-3 through 856 IAC 2-2-6, he or she shall apply on Form
CSR-1.

(3) To conduct research with narcotic drugs listed in Schedules Il through V under 856 IAC 2-2-3 through 856 IAC 2-2-6, as described in 856 IAC 2-3-
3(a)(6) [section 3(a)(6) of this rule], he or she shall apply on Form CSR-1.

(4) To conduct research with controlled substances listed in Schedule | under 856 IAC 2-2-2, he or she shall apply on Form CSR-1 in accordance with
an approved Schedule | under 856 IAC 2-2-2 research protocol. Such protocol shall be subject to inspection by the Indiana board of pharmacy.

(5) To conduct instructional activities with controlled substances listed in Schedule | under 856 IAC 2-2-2, he or she shall apply as a researcher on Form
CSR-1 with two (2) copies of a statement describing the nature, extent, and duration of such instructional activities attached to the form.

(6) To conduct chemical analysis with controlled substances listed in any schedule, he or she shall apply on Form CSR-1.

(7) To distribute controlled substances, he or she shall apply on Form CSR-1.

(b) If any person is registered and is applying for reregistration, the following apply:

(1) To manufacture and perform other coincident activities (see 856 IAC 2-3-3(b)(7)[section 3(b)(7) of this rule]), with controlled substances, he or she
shall apply on Form CSRII-A.

(2) To dispense, or to conduct research (other than research described in 856 IAC 2-3-3(a)(6)[section 3(a)(6) of this rule]) with, or to conduct
instructional activities with, controlled substances listed in Schedules Il through V under 856 IAC 2-2-3 through 856 IAC 2-2-6, he or she shall apply on Form
CSR-Il.

(3) To conduct research with narcotic drugs listed in Schedules Il through V under 856 IAC 2-2-3 through 856 IAC 2-2-6, as described in 856 IAC 2-3-
3(a)(6) [section 3(a)(6) of this rule], he or she shall apply on Form CSR-IL.

(4) To continue to conduct research with controlled substances listed in Schedule | under 856 IAC 2-2-2 under one (1) or more approved research
protocols, by the Drug Enforcement Administration, he or she shall apply on Form CSR-II.

(5) To continue to conduct instructional activities with controlled substances listed in Schedule | under 856 IAC 2-2-2 under one (1) or more approved
instructional statements, he or she shall apply as a researcher on Form CSR-Il.

(6) To conduct chemical analysis with controlled substances listed in any schedule, he or she shall apply on Form CSR-II.

(7) To distribute controlled substances, he or she shall apply on Form CSR-II.

(c) Applications for registration may be obtained by writing to the controlled substance division of the Indiana board of pharmacy. Applications for
reregistration will be mailed, as applicable, to each registered person approximately sixty (60) days before the expiration date of his or her registration; if any
registered person does not receive such forms within forty-five (45) days before the expiration date of his or her registration, he or she must promptly give
notice of such fact and request such forms by writing to the controlled substance division of the Indiana board of pharmacy.

(d) Each application for registration to handle any basic class of controlled substance listed in Schedule | under 856 IAC 2-2-2 (except to conduct chemical
analysis with such classes), and each application for registration to manufacture a basic class of controlled substance listed in Schedule Il under 856 IAC 2-2-
3, or to conduct research with any narcotic controlled substance listed in Schedule Il under 856 IAC 2-2-3, shall include the controlled substances code
number, as set forth in Part | [856 IAC 2-1], for each basic class or substance to be covered by such registration.

(e) Each application shall include all information called for on the form unless the item is not applicable, in which case this fact shall be indicated.

(f) Each application, attachment, or other document filed as part of an application shall be signed by:

(1) the applicant, if an individual;

(2) a partner of the applicant, if a partnership; or

(3) an officer or authorized representative of the applicant, if a corporation, corporate division, association, trust, or other entity.

(Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.32; filed Jul 9, 1974, 9:29 a.m.. Unpublished; readopted filed Nov 30, 2001, 11:00 a.m.: 25 IR 1342)

856 IAC 2-3-14 Filing of application; joint filing (Repealed)
Sec. 14. (Repealed by Indiana Board of Pharmacy; filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)
856 IAC 2-3-15 Acceptance for filing; defective applications; requests for additional information (Repealed)
Sec. 15. (Repealed by Indiana Board of Pharmacy; filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)
856 IAC 2-3-16 Additional information; failure to supply
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 16. Additional information. The Indiana State Board of Pharmacy may require an applicant to submit such documents or written statements of fact
relevant to the application as the Board deems necessary and as provided by IC 1971, 35-24.1-3-3(a) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
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1977, P.L.26, SECTION 25. See IC 35-48.] as amended, to determine whether the application should be granted. The failure of the applicant to provide such
documents or statements within a reasonable period of time after being requested to do so shall be deemed to be a waiver by the applicant of an opportunity
to present such documents or facts for consideration by the Indiana State Board of Pharmacy in granting or denying the application. (Indiana Board of
Pharmacy; Reg 28,Ch llI,Sec 3.35; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-17 Amendment or withdrawal of application
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 17. Amendments to and withdrawal of applications. An application may be amended or withdrawn without permission of the Indiana Board of
Pharmacy at any time. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.36; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.
251R 1341)

856 IAC 2-3-18 Inspection and review of application by board
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 18. Administrative review generally. The Indiana Board of Pharmacy may inspect, or cause to be inspected, the establishment of an applicant or
registrant, pursuant to IC 1971, 35-24.1-5-2 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended.
The Indiana Board of Pharmacy shall review the application for registration and other information regarding an applicant in order to determine whether the
applicable standards of IC 1971, 35-24.1-3 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended,
have been met by the applicant. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.41; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45p.m.: 25R 1341)

856 IAC 2-3-19 Certificate of registration; denial of registration
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 19. Certificate of registration; denial of registration. (a) The Indiana State Board of Pharmacy shall issue a Certificate of Registration Form CSR-3 to
an applicant if the issuance of registration or re-registration is required under the applicable provisions of IC 1971, 35-24.1-3 [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended. In the event that the issuance of registration or re-registration is not
required, the Indiana State Board of Pharmacy may deny the application. Before denying any application, the Indiana State Board of Pharmacy shall issue an
order to show cause pursuant to Section 3.46 [856 IAC 2-3-23] and, if requested by the applicant, shall hold a hearing on the application pursuant to Section
3.51, through Section 3.53 [856 IAC 2-3-24 — 856 IAC 2-3-26].

(b) The Certificate of Registration shall contain the name, address, and registration number of the registrant, the activity authorized by the registration, the
schedules and/or Controlled Substances Code Number (as set forth in Part 2 [856 IAC 2-2] of this Act) of the controlled substances which the registrant is
authorized to handle, the amount of fee paid (or exemption), and the expiration date of the registration. The registrant shall maintain the Certificate of
Registration in a readily retrievable manner and shall permit inspection of the Certificate of Registration and shall permit inspection of the certificate by any
official, agent, or employee of the Board or any agency engaged in enforcement of laws relating to controlled substances. (Indiana Board of Pharmacy; Reg
28,Ch l11,Sec 3.42; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-20 Suspension or revocation of registration
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 20. Suspension or revocation of registration. (a) The Indiana Board of Pharmacy may suspend any registration pursuant to IC 1971, 35-24.1-3-4
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended, for any period of time he determines.

(b) The Indiana Board of Pharmacy may revoke any registration pursuant to IC 1971, 35-24.1-3-4 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

(c) Before revoking or suspending any registration, the Indiana Board of Pharmacy shall issue an order to show cause, such order shall be sent by certified
mail to address of the registrant, advising registrant of his rights to a hearing, Form CSR-4, pursuant to section 3.46 [856 IAC 2-3-23]. Notwithstanding the
requirements of this section, however, the Indiana Board of Pharmacy may suspend any registration pending a final order pursuant to section 3.44 [856 IAC
2-3-21].

(d) Upon service of the final order of the Indiana Board of Pharmacy following a hearing or waiver thereof suspending or revoking registration, the registrant
shall immediately deliver his Certificate of Registration to the Indiana Board of Pharmacy. Also, upon service of the final order of the Indiana Board of
Pharmacy suspending or revoking registration, the registrant shall, as instructed by the Indiana Board of Pharmacy:

(1) Deliver all controlled substances in his possession to the Indiana Board of Pharmacy or to authorized agents of the Indiana Board of Pharmacy; or
(2) Place all controlled substances in his possession under seal as described in IC 1971, 35-24.1-3-4(c) [Repealed by Acts 1976, P.L.148, SECTION 24;
Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended.

(e) In the event that revocation or suspension is limited to a particular controlled substance or substances, the registrant shall be given a new Certificate of

Registration for all substances not affected by such revocation or suspension; no fee shall be required to be paid for the new Certificate of Registration. The
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registrant shall deliver the old Certificate of Registration to the Indiana Board of Pharmacy. Also, the registrant shall, as instructed by the Indiana Board of
Pharmacy:

(1) Deliver to the Indiana Board of Pharmacy or to authorized agents of the Indiana Board of Pharmacy all of the particular controlled substance or
substances affected by the revocation or suspension which are in his possession; or

(2) Place all of such substances under seal as described in IC 1971, 35-24.1-3-4(c) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26,
SECTION 25. See IC 35-48.] as amended.
(Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.43; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-21 Suspension pending final order
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 21. Suspension of registration pending final order. (a) The Indiana Board of Pharmacy may suspend any registration simultaneously with or at any
time subsequent to the service upon the registrant of an order to show cause why such registration should not be revoked or suspended, in any case where it
finds that there is an imminent danger to the public health or safety. If the Indiana Board of Pharmacy so suspends, it shall serve with the order to show cause
pursuant to section 3.46 [856 IAC 2-3-23] an order of immediate suspension which shall contain a statement of its findings regarding the danger to public
health or safety.

(b) Upon service of the order of immediate suspension, the registrant shall promptly return his Certificate of Registration to the Indiana Board of Pharmacy.
Also, upon service of the order of the Indiana Board of Pharmacy immediately suspending registration, the registrant shall, as instructed by the Indiana Board
of Pharmacy:

(1) Deliver all affected controlled substances in his possession to the Indiana Board of Pharmacy or to authorized agents of the Indiana Board of
Pharmacy; or

(2) Place all of such substances under seal as described in IC 1971, 35-24.1-3-4(c) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26,
SECTION 25. See IC 35-48.] as amended.

(c) Any suspension shall continue in effect until the conclusion of all preceedings upon the revocation or suspension, including any judicial review thereof,
unless sooner withdrawn by the Indiana Board of Pharmacy or dissolved by a court of competent jurisdiction. Any registrant whose registration is suspended
under this section may request a hearing on the revocation or suspension of his registration at a time earlier than specified in the order to show cause
pursuant to section 3.46 [856 IAC 2-3-23], which request shall be granted by the Indiana Board of Pharmacy who shall fix a date for such hearing as early as
reasonably possible. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.44; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.:
25 1R 1341)

856 IAC 2-3-22 Extension of registration pending re-registration order
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 22. Extension of registration pending final order. In the event that an applicant for re-registration (who is doing business under a registration previously
granted and not revoked or suspended) has applied for re-registration at least 30 days before the date on which the existing registration is due to expire, the
existing registration of the applicant shall automatically be extended and continue in effect until the date on which the Indiana Board of Pharmacy so issues its
final order. The Indiana Board of Pharmacy may extend any other existing registration under the circumstances contemplated in this section even though the
registrant failed to apply for re-registration at least 30 days before expiration of the existing registration, with or without request by the registrant, if the Indiana
Board of Pharmacy finds that such extension is not inconsistent with the public health and safety. (Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.45; filed
Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-23 Order to show cause
Authority: IC 35-48-3-1
Affected: IC 35-48-3-5

Sec. 23. Order to show cause. (a) If, upon examination of the application for registration from any applicant and other information regarding the applicant,
the Indiana Board of Pharmacy is unable to make the determinations required by the applicable provisions of IC 1971, 35-24.1-3-3 [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.], as amended, to register the applicant, the Indiana Board of Pharmacy shall serve
upon the applicant an order to show cause why the registration should not be denied.

(b) If, upon information regarding any registrant, the Indiana Board of Pharmacy determines that the registration of such registrant is subject to suspension
or revocation pursuant to IC 1971, 35-24.1-3-4 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.], as
amended, the Indiana Board of Pharmacy shall serve upon the registrant an order to show cause why a registration should not be revoked or suspended.

(c) The order to show cause shall call upon the applicant or registrant to appear before the Indiana Board of Pharmacy at a time and place stated in the
order, which shall not be less than 30 days after the date of receipt of the order. The order to show cause shall also contain a statement of the legal basis for
such hearing and for the denial, revocation, or suspension of registration and a summary of the matters of fact and law asserted.

(d) The Indiana Board of Pharmacy shall hold a hearing at the time and place stated in the order, pursuant to section 3.51 [856 IAC 2-3-24].

(e) When authorized by the section 3.51 [856 IAC 2-3-24] any agent of the Indiana Board of Pharmacy may serve the order to show cause. (Indiana Board
of Pharmacy; Reg 28,Ch ll,Sec 3.46; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)
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856 IAC 2-3-24 Evidentiary hearing
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 24. The controlled substances advisory committee shall hold a hearing for the purpose of receiving factual evidence regarding the issues involved in
the denial, revocation, or suspension of any registration. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.51; filed Jul 9, 1974, 9:29 a.m.: Unpublished;
readopted filed Nov 30, 2001, 11:00 a.m.: 25 IR 1343)

856 IAC 2-3-25 Hearing procedures
Authority: IC 35-48-3-1
Affected: IC 4-21.5; IC 35-48-3-6

Sec. 25. Hearing for granting, denial, revocation, or suspension of application. (a) In any case where the advisory committee shall hold a hearing on any
registration or application therefor, the procedures for such hearing shall be governed generally by the adjudication procedures of IC 1971, 4-22-1-1 to 4-22-1-
30 [Repealed by P.L.18-1986, SECTION 2. See IC 4-21.5.], as amended, and by sections 3.52-3.53 [this section and 856 IAC 2-3-26].

(b) Any hearing under this part shall be independent of, and not in lieu of, criminal prosecutions or other proceedings under the Act [IC 35-48] or any other
law of this State.

(c) At any such hearing the advisory committee shall designate one of its members as presiding officer.

(d) At any such hearing a quorum of the advisory committee consisting of a majority of its membership shall hear the evidence and the disputed issues of
law and they shall after the conclusion of the hearing, prepare for the Board recommended findings, facts, and conclusions of law.

(e) The committee's recommended findings and facts and conclusions of law shall be acted on by the Board in the manner required by IC 1971, 4-22-1
[Repealed by P.L.18-1986, SECTION 2. See IC 4-21.5.]. (Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.52; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-26 Modification or waiver of rules
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 26. Waiver or modification of rules.The presiding officer at the advisory committee hearings or of the Indiana Board of Pharmacy (with respect to
matters pending before him) may modify or waive any rule in this part by notice in advance of the hearing, if he determines than no party in the hearing will be
unduly prejudiced and the ends of justice will thereby be served and if all parties consent. Such notice of modification or waiver shall be made a part of the
record of the hearing. (Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.53; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.:
251R 1341)

856 IAC 2-3-27 Modification of registration
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 27. Modification in registration. Any registrant may apply to modify his registration to authorize the handling of additional controlled substances or to
change his name or address by submitting a letter of request to the Indiana Board of Pharmacy. The letter shall contain the registrant's name, address,
registration number, and the substances and/or schedule to be added to his registration or the name or address and shall be signed by the same person who
signed the most recent application for registration or re-registration. If the registrant is seeking to handle additional controlled substances listed in Schedule |
[856 IAC 2-2-2] for the purpose of research or instructional activities, a Federally approved research protocol describing each research project involving the
additional substances shall be subject to inspection by the Indiana Board of Pharmacy or he shall attach two copies of a statement describing the nature,
extent, and duration of such instructional activities, as appropriate. No fee shall be required to be paid for the modification. The request for modification shall
be handled in the same manner as an application for registration.

If the modification of registration is approved, the Indiana Board of Pharmacy shall issue a new certificate of registration to the registrant, who shall
maintain it with the old certificate of registration until the expiration date. (Indiana Board of Pharmacy; Reg 28,Ch ll,Sec 3.61; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-28 Termination of registration; notice to board
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 28. Termination of registration. The registration of any person shall terminate if and when such person dies, ceases legal existence, or discontinues
business or professional practice. Any registrant who ceases legal existence or discontinues business or professional practice shall notify the Indiana Board of
Pharmacy promptly of such fact. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.62; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45p.m.: 25R 1341)
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856 IAC 2-3-29 Transfer of registration
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 29. Transfer of registration. No registration or any authority conferred thereby shall be assigned or otherwise transferred except upon such conditions
as the Indiana Board of Pharmacy may specifically designate and then only pursuant to its written consent. (Indiana Board of Pharmacy; Reg 28,Ch I11,Sec
3.63; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-30 Security requirements; approval of security system
Authority: IC 35-48-3-1
Affected: IC 35-48-3-7

Sec. 30. Security requirements generally. (a) All applicants and registrants shall provide and maintain effective controls and procedures to guard against
theft and diversion of controlled substances. In order to determine whether a registrant has provided effective controls against diversion, the Indiana Board of
Pharmacy shall use the security requirements set forth in Sections 3.72-3.76 [856 IAC 2-3-31 — 856 IAC 2-3-35] as standards for the physical security
controls and operating procedures necessary to prevent diversion. Materials and construction which will provide a structural equivalent to the physical security
controls set forth in Sections 3 .72 [856 IAC 2-3-31], 3.73 [856 IAC 2-3-32], and 3.75 [856 IAC 2-3-34] may be used in lieu of the materials and construction
described in those sections.

(b) Substantial compliance with the standards set forth in Sections 3.72-3.76 [856 IAC 2-3-31 — 856 IAC 2-3-35] may be deemed sufficient by the Indiana
Board of Pharmacy after evaluation of the overall security system and needs of a registrant or applicant. In evaluating the overall security system of a
registrant or applicant, the Indiana Board of Pharmacy may consider any of the following factors as it may deem relevant to the need for strict compliance with
security requirements:

(1) The type of activity conducted (e.g., processing of bulk chemicals, preparing dosage forms, packaging, labeling, cooperative buying, etc.);
2) The type and form of controlled substances handled (e.g., bulk liquids or dosage units usable powders or nonusable powders);
) The quantity of controlled substance handled;
) The location of the premises and the relationship such location bears on security needs;
) The type of building construction comprising the facility and the general characteristics of the building or buildings;
) The type of vault, safe, and secure enclosures or other storage system (e.g., automatic storage and retrieval system) used;
) The type of closures on vaults, safes, and secure enclosures;
) The adequacy of key control systems and/or combination lock control systems;
) The adequacy of electric detection and alarm systems, if any including use of supervised transmittal lines and standby power sources;
0) The extent of unsupervised public access to the facility, including the presence and characteristics of perimeter fencing, if any;
1) The adequacy of supervision over employees having access to manufacturing and storage areas;
2) The procedures for handling business guests, visitors, maintenance personnel, and non-employee service personnel;
3) The availability of local police protection or of the registrant's or applicant's security personnel, and;
(14) The adequacy of the registrant's or applicant's system for monitoring the receipt, manufacture, distribution, and disposition of controlled substances
in its operations.

(c) When physical security controls become inadequate as a result of a controlled substance being transferred to a different schedule, or as a result of a
non-controlled substance being listed on any schedule, or as a result of a significant increase in the quantity of controlled substances in the possession of the
registrant during normal business operations, the physical security controls shall be expanded and extended accordingly. A registrant may adjust physical
security controls within the requirements set forth in Sections 3.72-3.76 [856 IAC 2-3-31 — 856 IAC 2-3-35] when the need for such controls decreases as a
result of a controlled substance being transferred to a different schedule, or a result of a controlled substance being removed from control, or as a result of a
significant decrease in the quantity of controlled substances in the possession of the registrant during normal business operations.

(d) Any registrant or applicant desiring to determine whether a proposed security system substantially complies with, or is the structural equivalent of, the
requirements set forth in Sections 3.72-3.76 [856 IAC 2-3-31 — 856 IAC 2-3-35] may submit any plans, blueprints, sketches or other materials regarding the
proposed security system to the Indiana Board of Pharmacy.

(e) Approval by the Drug Enforcement Administration of any security system, proposed security system, plans, blueprints, sketches or other material as
being in substantial compliance with the requirements as set forth in 301.72-301.76 of Title 21 of the Code of Federal Regulations shall be deemed in
compliance with Sections 3.71 through 3.75 [856 IAC 2-3-30 — 856 IAC 2-3-34] of these regulations, where applicable.

(f) Physical security controls of locations registered under the Harrison Narcotic Act or the Narcotics Manufacturing Act of 1960 on April 20, 1971, shall be
deemed to comply substantially with the standards set forth in Sections 3.71 [this section], 3.72 [856 IAC 2-3-31], 3.73 [856 IAC 2-3-32], and 3.75 [856 IAC 2-
3-34]. (Indiana Board of Pharmacy; Reg 28,Ch lll,Sec 3.71; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)
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856 IAC 2-3-31 Storage areas; security controls for nonpractitioners
Authority: IC 35-48-3-1
Affected: IC 35-48-3-7

Sec. 31. Physical security controls for nonpractitioners: Storage Areas. (a) Schedules | and Il [856 IAC 2-2-2 and 856 IAC 2-2-3]. Raw materials, bulk
materials awaiting further processing, and finished products which are controlled substances listed in Schedule | or Il [856 IAC 2-2-2 or 856 IAC 2-2-3] shall
be stored in one of the following secure storage areas:

(1) Where small quantities permit, a safe or steel cabinet.
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(i) Which safe or steel cabinet shall have the following specifications or the equivalent: 30 man-minutes against surreptitious entry, 10 man-minutes
against forced entry, 20 man-hours against lock manipulation, and 20 man-hours against radiological techniques.

(i) Which safe or steel cabinet, if it weighs less than 750 pounds, is bolted or cemented to the floor or wall in such a way that it cannot be readily
removed; and

(iii) Which safe or steel cabinet, if necessary, depending upon the quantities and type of controlled substances stored, is equipped with an alarm
system which, upon attempted unauthorized entry, shall transmit a signal directly to a central protection company or a local or State police agency which has
a legal duty to respond, or a 24-hour control station operated by the registrant, or such other protection as the Indiana Board of Pharmacy or the Drug
Enforcement Administration may approve.

(2) A vault constructed before, or under construction on October 1, 1973, which is of substantial construction with a steel door, combination or key lock,
and an alarm system; or
(3) A vault constructed after October 1, 1973:

(i) The walls, floors, and ceilings of which vault are constructed of at least 8 inches of reinforced concrete or other substantial masonry, reinforced
vertically and horizontally with 1/2-inch steel rods tied 6 inches on center, or the structural equivalent to such reinforced walls, floors, and ceilings;

(ii) The door and frame unit of which vault shall conform to the following specifications or the equivalent; 30 man-minutes against surreptitious entry,
10 man-minutes against forced entry, 20 man-hours against lock manipulation, and 20 man-hours against radiological techniques;

(iii) Which vault, if operations require it to remain open for frequent access, is equipped with “day-gate” which is self-closing and self-locking, or the
equivalent, for use during the hours of operation in which the vault door is open;

(iv) The walls or perimeter of which vault are equipped with an alarm, which upon unauthorized entry shall transmit a signal directly to a central station
protection company, or a local or State police agency which has a legal duty to respond or a 24-hour control station operated by the registrant or such other
protection as the Indiana Board of Pharmacy or the Drug Enforcement Administration may approve, and, if necessary, holdup buttons at strategic points of
entry to the perimeter area of the vault;

(v) The door of which vault is equipped with contact switches; and

(vi) Which vault has one of the following: complete electrical lacing of the walls, floor and ceilings; sensitive ultrasonic equipment within the vault; a
sensitive sound accumulator system; or such other device designed to detect illegal entry as may be approved by the Indiana Board of Pharmacy or the Drug
Enforcement Administration.

(b) Schedules IIl, 1V, and V [856 IAC 2-2-4 — 856 IAC 2-2-6]. Raw materials, bulk materials awaiting further processing, and finished products which are
controlled substances listed in Schedules IlI, IV, and V [856 IAC 2-2-4 — 856 IAC 2-2-6] shall be stored in one of the following secure storage areas:

(1) Where small quantities permit, a safe which complies with the requirements set forth in paragraph (a)(1) of this section;
(2) A vault which complies with the requirements set forth in either paragraph (a)(2) or (3) of this section or
(3) A building or area located within a building, which building or area:

(i) Has walls or perimeter fences of sufficient height and construction to provide security from burglary;

(ii) Has substantial doors which may be securely locked during non-working hours by a multiple-position combination or key lock;

(iii) Is equipped with an alarm which, upon unauthorized entry, shall transmit a signal directly to a central station protection company, or local or State
police agency which has a legal duty to respond or a 24-hour control station operated by the registrant or such other protection as the Indiana Board of
Pharmacy or the Drug Enforcement Administration may approve; and controlled substances are segregated from all other merchandise and kept under
constant surveillance during normal business hours.

(c) Multiple storage areas. Where several types or classes of controlled substances are handled separately by the registrant or applicant for different
purposes (e.g., returned goods, or goods in process), the controlled substances may be stored separately, provided that each storage area complies with the
requirements set forth in this section.

(d) Accessibility to storage areas. The controlled substances storage areas shall be accessible only to an absolute minimum number of specifically
authorized employees. When it is necessary for employee maintenance personnel, non-employee maintenance personnel, business guests, or visitors to be
present in or pass through controlled substances storage areas, the registrant shall provide for adequate observation of the area by an employee specifically
authorized in writing.

(e) Compliance with the requirements prescribed in Part 301, Section 301.72 of Title 21 of the Code of Federal Regulations, effective April 1, 1973, shall be
deemed in compliance with this section. (Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.72; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-32 Manufacturing areas; security controls for nonpractitioners
Authority: IC 35-48-3-1
Affected: IC 35-48-3-7

Sec. 32. Physical security controls for nonpractitioners: Manufacturing areas. All manufacturing activities (including processing, packaging, and labeling)
involving controlled substances listed in any schedule shall be conducted in accordance with the following:

(a) Allin-process substances shall be returned to the controlled substances storage area at the termination of the process. If the process is not terminated
at the end of a workday (except where a continuous process or other normal manufacturing operation should not be interrupted), the processing area or
tanks, vessels, bins or bulk containers containing such substances shall be securely locked, with adequate security for the area or building. If such security
requires an alarm, such alarm, upon unauthorized entry, shall transmit a signal directly to a central station protection company, or a local or State Police
agency which has a legal duty to respond, or a 24-hour control station operated by registrant.

(b) Manufacturing activities with controlled substances shall be conducted in an area or areas of clearly defined limited access which is under surveillance
by an employee or employees designated in writing as responsible for the area. “Limited access” may be provided in the absence of physical dividers such as
walls or partitions, by traffic control lines or restricted space designation. The employee designated as responsible for the area may be engaged in the
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particular manufacturing operation being conducted: Provided: that he is able to provide continuous surveillance of the area in order that unauthorized
persons may not enter or leave the area without his knowledge.

(c) During the production of controlled substances, the manufacturing areas shall be accessible to only those employees required for efficient operation.
When it is necessary for employee maintenance personnel, non-employee maintenance personnel, business guests, or visitors to be present in or pass
through manufacturing areas during production of controlled substances, the registrant shall provide for adequate observation of the area by an employee
specifically authorized in writing.

(d) Compliance with the requirements prescribed in Part 301, Section 301.73 of Title 21 of the Code of Federal Regulations, effective April 1, 1973, shall be
deemed in compliance with this section.

(Indiana Board of Pharmacy; Reg 28,Ch IIl,Sec 3.73; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-33 Additional security controls for nonpractitioners
Authority: IC 35-48-3-1
Affected: IC 35-48-3-7

Sec. 33. Other security controls for nonpractitioners: (a) Before distributing a controlled substance to any person who the registrant does not know to be
registered to possess the controlled substance the registrant shall make a good faith inquiry either with the Indiana Board of Pharmacy or with the D.E.A. to
determine that the person is registered to possess the controlled substance.

(b) The registrant shall design and operate a system to disclose to the registrant suspicious orders of controlled substances. The registrant shall inform the
Indiana Board of Pharmacy of suspicious orders when discovered by the registrant. Suspicious orders include orders of unusual size, orders deviating
substantially from a normal pattern, and orders of unusual frequency.

(c) The registrant shall notify in writing the Indiana Board of Pharmacy of any theft or significant loss of any controlled substances upon discovery of such
theft or loss. Thefts must be reported whether or not the controlled substances are subsequently recovered and/or the responsible parties are identified and
action taken against them.

(d) The registrant shall not distribute any controlled substance listed in Schedules Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] as a complimentary sample
to any potential or current customer (1) without the prior written request of the customer, (2) to be used only for satisfying the legitimate medical needs of
patients of the customer, and (3) only in reasonable quantities. Such request must contain the name, address and state and federal registration number of the
customer and the name and quantity of the specific controlled substance desired. The request shall be preserved by the registrant with other records of
distribution of controlled substances. In addition, the requirements of Part 3.5 [856 IAC 2-3-24 — 856 IAC 2-3-26] hereof shall be complied with for any
distribution of a controlled substance listed in Schedule Il [856 IAC 2-2-3]. For purposes of this paragraph, the term “customer” includes a person to whom a
complimentary sample of a substance is given in order to encourage the prescribing or recommending of the substance by the person.

(e) When shipping controlled substances, a registrant is responsible for selecting common or contract carriers which provide adequate security to guard
against in-transit losses. When storing controlled substances in a public warehouse, a registrant is responsible for selecting a warehouseman which will
provide adequate security to guard against storage losses; wherever possible, the registrant shall store controlled substances in a public warehouse which
complies with the requirements set forth in Section 3.72 [856 IAC 2-3-31]. In addition, the registrant shall employ precautions (e.g., assuring that shipping
containers do not indicate that contents are controlled substances) to guard against storage or in-transit losses.

(f) When distributing controlled substances through agents (e.g., detailmen), a registrant is responsible for providing and requiring adequate security to
guard against theft and diversion while the substances are being stored or handled by the agent or agents. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec
3.74; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-34 Storage; security controls for practitioners
Authority: IC 35-48-3-1
Affected: IC 35-48-3-7

Sec. 34. Physical security controls for practitioners. (a) Controlled substances listed in Schedule | [856 IAC 2-2-2] shall be stored in a securely locked
substantially constructed cabinet.

(b) Controlled substances listed in Schedules II, Ill, IV, and V [856 IAC 2-2-3 — 856 IAC 2-2-6] shall be stored in a securely locked, substantially
constructed cabinet. However, pharmacies and institutional practitioners (as defined) in Chapter I, 1.01 [856 IAC 2-1-1] may disperse such substances
throughout the stock of noncontrolled substances in such a manner as to obstruct the theft or diversion of the controlled substances.

Controlled substances (institutional practitioners—ward and floor stock) listed in Schedule I [856 IAC 2-2-3] and narcotic drugs in Schedule 111 [856 IAC 2-
2-4] shall be stored in a securely locked substantially constructed cabinet or device. Controlled substances (institutional practitioners ward and floor stock)
listed in Schedules Il IV, and V [856 IAC 2-2-4 — 856 IAC 2-2-6] may be dispersed in their ward or floor stock in such a manner as to obstruct theft or
diversion of these controlled substances.

(c) This section shall also apply to nonpractitioners authorized to conduct research or chemical analysis under another registration. (Indiana Board of
Pharmacy; Reg 28,Ch lI,Sec 3.75; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-35 Additional security controls for practitioners

Authority: IC 35-48-3-1
Affected: IC 35-48-3-7
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Sec. 35. Other security controls for practitioners. (a) The registrant shall not employ as an agent or employee who has access to controlled substances any
person who has had an application for registration denied, or has had his registration revoked, or has been convicted of a violation of State or Federal law
relative to the manufacture, distribution, dispensing or possession of controlled substances.

(b) The registrant shall notify the Indiana Board of Pharmacy of the theft or significant loss of any controlled substances upon discovery of such loss or
theft. (Indiana Board of Pharmacy; Reg 28,Ch Ill,Sec 3.76; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

Rule 4. Records and Inventories of Registrants

856 IAC 2-4-1 Records and inventories
Authority: IC 35-48-3-1
Affected: IC 35-48-3-7

Sec. 1. (a) Every registrant shall keep records and maintain inventories in conformance with the record keeping and inventorying requirements of federal
law and regulation.

(b) For purposes of this section, ‘readily retrievable” means that certain records are kept by automatic data processing systems or other electronic or
mechanized record keeping systems in such a manner that they can be separated out from all other records in a reasonable time and/or records are kept on
which certain items are asterisked, red-lined, or in some manner visually identifiable apart from other items appearing on the records. Manufacturers,
distributors, and research records or electronic data processing printouts shall be made available within five (5) working days after a request by the Indiana
board of pharmacy for such records or information on controlled substances transactions.

(c) Each registered pharmacy shall maintain, for a period of two (2) years, its prescriptions of controlled substances by maintaining any of the following:

(1) Three (3) separate files as follows:
(A) A file for Schedule Il drugs dispensed.
(B) A file for Schedules Ill, IV, and V drugs dispensed.
(C) A file for prescriptions for all other drugs dispensed.
(2) Two (2) separate files as follows:
(A) A file for all noncontrolled drugs dispensed.
(B) Anather file for all controlled drugs dispensed in Schedules I, lIl, IV, and V. If this method is used, the prescriptions in the file for Schedules I, IV,
and V must be stamped with the letter “C” in red ink, not less than one (1) inch high, in the lower right-hand corner.
(3) Two (2) separate files as follows:
(A) A file for Schedule Il drugs dispensed.
(B) Another file for Schedules I, IV, and V drugs, including all other noncontrolled drugs dispensed. If this method is used, the prescriptions in the file
of Schedules IlI, IV, and V drugs must be stamped with the letter “C” in red ink, not less than one (1) inch high, in the lower right-hand corner. However, if a
pharmacy employs an automated data processing system or other electronic record keeping system for prescriptions that permits identification by prescription
number and retrieval of original documents by prescriber's name, patient’s name, drug dispensed, and date filled, then the requirement to mark the hard copy
prescription with a red “C” under subdivisions (2) and (3) is waived. (Indiana Board of Pharmacy; Reg 28, Ch IV, Sec 4.01; filed Jul 9, 1974, 9:29 a.m.:
Unpublished; filed May 26, 2000, 8:52 a.m.: 23 IR 2504; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

Rule 5. Order Forms

856 IAC 2-5-1 Order form requirements
Authority: IC 35-48-3-1
Affected: IC 35-48-3-8

Sec. 1. Order Form Requirements Generally. Compliance with the requirements prescribed in section 308 of the Federal Controlled Substances Act (21
U.S.C. 828), and in Part 305 of Title 21 of the Code of Federal Regulations, effective April 1, 1973 shall be deemed compliance with the requirements of IC
1971, 35-24.1-3-7 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended. (Indiana Board of
Pharmacy; Reg 28,Ch V,Sec 5.01; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

Rule 6. Issuance, Filling and Filing Prescriptions

856 IAC 2-6-1 Scope of rules governing prescriptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 1. Scope of Part 6. Rules governing the issuance, filling and filing of prescriptions pursuant to IC 1971, 35-24.1-3-8 [Repealed by Acts 1976, P.L.148,
SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as amended, are set forth generally in that section and specifically by the sections of this part
[856 IAC 2]. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.01; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)
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856 IAC 2-6-2 Persons entitled to issue prescriptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 2. (a) A prescription for a controlled substance may be issued only by an individual practitioner who is:
(1) authorized to prescribe controlled substances by the state; and
(2) either registered or exempted from registration pursuant to 856 IAC 2-3-5(b) or 856 IAC 2-3-6.

(b) A prescription issued by an individual practitioner may be communicated to a pharmacist by an individual practitioner or a practitioner’s authorized
agent.

(c) Controlled substances prescriptions issued by individual practitioners in adjoining states to Indiana or other states are considered valid prescriptions if
the practitioner issuing the prescription has a current and valid Drug Enforcement Administration certificate registration number. It is the pharmacist's
responsibility as with all controlled substances prescriptions, to be sure beyond reasonable doubt in his or her professional judgment that the practitioner is
issuing the prescription in good faith and has a valid Drug Enforcement Administration certificate of registration. (Indiana Board of Pharmacy; Reg 28,Ch
VI,Sec 6.02; filed Jul 9, 1974, 9:29 a.m.: Unpublished; readopted filed Nov 30, 2001, 11:00 a.m.: 25 IR 1343)

856 IAC 2-6-3 Purpose of prescription; prohibitions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 3. Purpose of issue of prescription. (a) A prescription for a controlled substance to be effective must be issued for a legitimate medical purpose in a
reasonable quantity by an individual practitioner acting in the usual course of his professional practice. The responsibility for the proper prescribing and
dispensing of controlled substances is upon the prescribing practitioner, but a corresponding responsibility rests with the pharmacist who fills the prescription.
An order purporting to be a prescription issued not in the usual course of professional treatment or in legitimate and authorized research is not a prescription,
within the meaning and intent of IC 1971, 35-24.1-3-8 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as
amended, and the person knowingly filling such a purported prescription, as well as the person issuing it, shall be subject to the penalties provided for
violations of the provisions of law relating to controlled substances.

(b) A prescription may not be issued in order for an individual practitioner to obtain controlled substances for supplying the individual practitioner for the
purpose of general dispensing to patients.

(c) A prescription may not be issued for the dispensing of narcotic drugs listed in any schedule to a narcotic drug dependent person for the purpose of
continuing his dependence upon such drugs in the course of conducting an authorized clinical investigation in the development of a narcotic addict
rehabilitation program. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.03; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.:
25 1R 1341)

856 IAC 2-6-4 Issuance of prescriptions; information required
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 4. Manner of issuance of prescriptions. (a) All prescriptions for controlled substances shall be dated as of, and signed on, the day when issued and
shall bear the full name and address of the patient, and the name, address, and Federal Controlled Substance registration number of the practitioner. A
practitioner may sign a prescription in the same manner as he would sign a check or legal document (e.g., J.H. Smith or John H. Smith). Where an oral order
is not permitted, prescriptions shall be written with ink or indelible pencil or typewriter and shall be manually signed by the practitioner. The prescriptions may
be prepared by a secretary or agent for the signature of a practitioner, but the prescribing practitioner is responsible in case the prescription does not conform
in all essential respects to the law and regulations. A corresponding liability rests upon the pharmacist who fills a prescription not prepared in the form
prescribed by these regulations.

(b) An intern, resident, or foreign-trained physician exempted from registration under section 3.14(c) [856 IAC 2-3-5(c)], shall include on all prescriptions
issued by him the Federal Controlled Substance registration number of the hospital or other institution and the special internal code number assigned to him
by the hospital or other institution as provided in section 3.14(c) [856 IAC 2-3-5(c)], in lieu of the registration number of the practitioner required by this
section. Each prescription shall have the name of the intern, resident, or foreign-trained physician stamped or printed on it, as well as the signature of the
physician.

(c) An official exempted from registration under section 3.15 [856 IAC 2-3-6] shall include on all prescriptions issued by him, his branch of service or
agency (e.g., “U.S. Army” or “Public Health Service”) and his service identification number, in lieu of the Federal Controlled Substance registration number of
the practitioner required by this section. The service identification number for a Public Health Service employee is his Social Security identification number.
Each prescription shall have the name of the officer stamped, typed, or hand-printed on it, as well as the signature of the officer. (Indiana Board of Pharmacy;
Reg 28,Ch VI,Sec 6.04; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-5 Persons entitled to fill prescriptions

Authority: IC 35-48-3-1
Affected: IC 35-48-3-9
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Sec. 5. Persons entitled to fill prescriptions. A prescription for controlled substances may only be filled by a pharmacist acting in the usual course of his
professional practice and either registered individually or employed in a registered pharmacy or by a registered institutional practitioner. (Indiana Board of
Pharmacy; Reg 28,Ch VI,Sec 6.05; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-6 Dispensing of narcotics for maintenance purposes
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 6. Dispensing of narcotic drugs for maintenance purposes. The administering or dispensing directly (but not prescribing) of narcotic drugs listed in any
schedule to a narcotic drug dependent person for the purpose of treatment of his dependence upon such drugs in the course of conducting a clinical
investigation authorized by State or Federal law in the development of a narcotic addict rehabilitation program shall be deemed to be within the meaning of
the term “in the course of his professional practice or research” in IC 1971, 35-24.1-1-1(u) [Repealed by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26,
SECTION 25. See IC 35-48.] as amended. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.06; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov
14,2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-7 Schedule Il controlled substances; prescription required; exceptions
Authority: IC 35-48-3-1
Affected: IC 35-48

Sec. 7. (a) A pharmacist may dispense directly a controlled substance listed in Schedule II, which is a prescription drug as determined under the Federal
Food, Drug, and Cosmetic Act, only pursuant to a written prescription signed by the prescribing individual practitioner, except as provided in subsection (d).

(b) An individual practitioner may administer or dispense directly a controlled substance listed in Schedule Il in the course of his or her professional practice
without a prescription subject to section 6 of this rule.

(c) An institutional practitioner may administer or dispense directly (but not prescribe) a controlled substance listed in Schedule Il only pursuant to a written
prescription signed by the prescribing individual practitioner or to an order for medication made by an individual practitioner that is dispensed for immediate
administration to the ultimate user.

(d) In the case of an emergency situation, as defined by subsection (e), a pharmacist may dispense a controlled substance listed in Schedule Il upon
receiving oral authorization of a prescribing individual practitioner, provided the following:

(1) The quantity prescribed and dispensed is limited to the amount adequate to treat the patient during the emergency period (dispensing beyond the
emergency period must be pursuant to a written prescription signed by the prescribing individual practitioner).

(2) The prescription shall be immediately reduced to writing by the pharmacist and shall contain all information required in section 4 of this rule, except
for the signature of the prescribing individual practitioner.

(3) If the prescribing individual practitioner is not known to the pharmacist, he or she must make a reasonable effort to determine that the oral
authorization came from a registered individual practitioner, which may include a callback to the prescribing individual practitioner using his or her phone
number as listed in the telephone directory and/or other good faith efforts to assure his or her identity.

(4) Within seven (7) days after authorizing an emergency oral prescription, the prescribing individual practitioner shall cause a written prescription for the
emergency quantity prescribed to be delivered to the dispensing pharmacist. In addition to conforming to the requirements of section 4 of this rule, the
prescription shall have written on its face “Authorization for Emergency Dispensing”, and the date of the oral order. The written prescription may be delivered
to the pharmacist in person or by mail, but if delivered by mail, it must be postmarked within the seven (7) day period. Upon receipt, the dispensing pharmacist
shall attach this prescription to the oral emergency prescription which had earlier been reduced to writing. The pharmacist shall notify the Indiana board of
pharmacy if the prescribing individual fails to deliver a written prescription to him or her, failure of the pharmacist to do so shall void the authority conferred by
this subdivision to dispense without a written prescription of a prescribing individual practitioner.

(e) For the purpose of authorizing an oral prescription of a controlled substance listed in Schedule Il of IC 35-48 as amended, “emergency situation” means
those situations in which the prescribing practitioner determines the following:

(1) That immediate administration of the controlled substance is necessary for proper treatment of the intended ultimate user.

(2) That no appropriate alternative treatment is available, including administration of a drug that is not a controlled substance under Schedule Il of IC 35-
48 as amended.

(3) That it is not reasonably possible for the prescribing practitioner to provide a written prescription to be presented to the person dispensing the
substance, prior to the dispensing.

(Indiana Board of Pharmacy; Reg 28, Ch VI,Sec 6.11; filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed May 26, 2000, 8:52 a.m.: 23 IR 2505; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-8 Schedule Il controlled substances; refilling prescriptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 8. Refilling prescriptions—Schedule 11 [856 IAC 2-2-3]. The refilling of a prescription for a controlled substance listed in Schedule Il [856 IAC 2-2-3] is

prohibited. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.12; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)
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856 IAC 2-6-9 Schedule Il controlled substances; partial filling of prescriptions
Authority: IC 35-48-3-1
Affected: IC 35-48-2-6; IC 35-48-3-9

Sec. 9. (a) The partial filling of a prescription for a controlled substance listed in Schedule Il under IC 35-48-2-6, as amended, is permissible if the
pharmacist is unable to supply the full quantity called for in a written or emergency oral prescription and makes a notation of the quantity supplied on the face
of the written prescription (or written record of the emergency oral prescription). The remaining portion of the prescription may be filled within seventy-two (72)
hours of the first partial filling; however, if the remaining portion is not or cannot be filled within the seventy-two (72) hour period, the pharmacist shall so notify
the prescribing individual practitioner. No further quantity may be supplied beyond seventy-two (72) hours without a new prescription.

(b) A prescription for a Schedule Il controlled substance written for patients in long term care facilities may be filled in partial quantities to include individual
dosage units. For each partial filling, the dispensing pharmacist shall record on the back of the prescription (or on another appropriate record, uniformly
maintained, and readily retrievable) the date of the partial filling, quantity dispensed, remaining quantity authorized to be dispensed, and the identification of
the dispensing pharmacist. The total quantity of a Schedule Il controlled substance dispensed in all partial fillings must not exceed the total quantity
prescribed. A Schedule Il prescription, for a patient in a long term care facility, shall be valid for a period not to exceed sixty (60) days from the issue date
unless sooner terminated by the discontinuance of medication.

(c) A prescription for a Schedule Il controlled substance written for a patient with a medical diagnosis documenting a terminal illness may be filled in partial
quantities to include individual dosage units. If there is any question whether a patient may be classified as having a terminal iliness, the pharmacist must
contact the practitioner prior to partially filling the prescription. The pharmacist has a responsibility to assure that the controlled substance is for a terminally ill
patient. The pharmacist must record on the prescription the patient is “terminally ill”. A prescription that is partially filled and does not contain the notation
“terminally ill” shall be deemed to have been filled in violation of this section. For each partial filling, the dispensing pharmacist shall record on the back of the
prescription (or on another appropriate record, uniformly maintained and readily retrievable) the date of the partial filling, quantity dispensed, remaining
quantity authorized to be dispensed, and the identification of the dispensing pharmacist. Prior to any subsequent partial filling, the pharmacist is to determine
that the additional partial filling is necessary. The total quantity of a Schedule Il controlled substance dispensed in all partial fillings must not exceed the total
quantity prescribed. A Schedule Il prescription for a patient with a medical diagnosis documenting a terminal iliness shall be valid for a period not to exceed
sixty (60) days from the issue date unless sooner terminated by the discontinuance of medication. (Indiana Board of Pharmacy; Reg 28, Ch VI, Sec 6.13; filed
Jul 9, 1974, 9:29 a.m.: Unpublished; filed May 8, 1986, 9:55 a.m.. 9 IR 2205; filed Mar 31, 1992, 5:00 p.m.: 15 IR 1391; readopted filed Nov 14, 2001, 2:45
p.m.: 25 IR 1341)

856 IAC 2-6-10 Schedule Il controlled substances; label information; exceptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 10. Labeling of substances. (a) The pharmacist filling a written or emergency oral prescription for a controlled substance listed in Schedule |1 [856 IAC
2-2-3] shall affix to the package a label showing date of filling, the pharmacy name and address, the serial number of the prescription, the name of the patient,
the name of the prescribing practitioner, and directions for use and the cautionary statement, “Federal Law prohibits the transfer of this drug to any person
other than the patient for whom it was prescribed”, any others if any, contained in such prescription or required by law.

(b) The requirements of paragraph (a) of this section do not apply when a controlled substance listed in Schedule Il [856 IAC 2-2-3] is prescribed for
administration to an ultimate user who is institutionalized; Provided, That:

(1) Not more than 7-day supply of the controlled substance listed in Schedule I1 [856 IAC 2-2-3] is dispensed at one time;

(2) The controlled substance listed in schedule Il [856 IAC 2-2-3] is not in the possession of the ultimate user prior to the administration; and

(3) The institution maintains appropriate safeguards and records regarding the proper administration, control, dispensing, and storage of the controlled
substance listed in schedule I [856 IAC 2-2-3]; and

(4) The system employed by the pharmacist in filling a prescription is adequate to identify the supplier, the product, and the patient, and to set forth the
directions for use and cautionary statements, if any, contained in the prescription or required by law.
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.14; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-11 Schedule Il controlled substances; retention of prescriptions (Repealed)
Sec. 11. (Repealed by Indiana Board of Pharmacy; filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)

856 IAC 2-6-12 Schedules Il and IV controlled substances
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 12. (a) A pharmacist may dispense a controlled substance listed in Schedule Il or IV under 856 IAC 2-2-4 or 856 IAC 2-2-5, which is a prescription
drug as determined under the federal Food, Drug, and Cosmetic Act, only pursuant to either a written prescription signed by a prescribing individual
practitioner or an oral prescription made by a prescribing individual practitioner or a practitioner's authorized agent and promptly reduced to writing by the
pharmacist containing all information required in 856 IAC 2-6-4 [section 4 of this rule], except for the signature of the prescribing individual practitioner.

(b) An individual practitioner may administer or dispense a controlled substance listed in Schedule Il or IV under 856 IAC 2-2-4 or 856 IAC 2-2-5 in the
course of his or her professional practice without a prescription, subject to 856 IAC 2-6-6 [section 6 of this rule].
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(c) An institutional practitioner may administer or dispense directly (but not prescribe) a controlled substance listed in Schedule Il or IV under 856 IAC 2-2-
4 or 856 IAC 2-2-5 pursuant to a written prescription signed by a prescribing individual practitioner, or pursuant to an oral prescription made by a prescribing
individual practitioner and promptly reduced to writing by the pharmacist (containing all information required in 856 IAC 2-6-4 [section 4 of this rule], except for
the signature of the prescribing individual practitioner), or pursuant to an order for medication made by an individual practitioner that is dispensed for
immediate administration to the ultimate user, subject to 856 IAC 2-6-6 [section 6 of this rule]. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.21; filed Jul 9,
1974, 9:29 a.m.: Unpublished; readopted filed Nov 30, 2001, 11:00 a.m.: 25 IR 1343)

856 IAC 2-6-13 Schedules lIl, IV, and V controlled substances; refilling prescriptions; retrievable information
Authority: IC 35-48-3-1
Affected: IC 35-48-2; IC 35-48-3-9

Sec. 13. (a) No prescription for a controlled substance listed in Schedule IIl (IC 35-48-2-8), Schedule IV (IC 35-48-2-10), or Schedule V (IC 35-48-2-12)
shall be filled or refilled more than six (6) months after the date on which such prescription was issued, and no such prescription shall be authorized to be
refilled more than five (5) times.

(b) Each refill of a prescription shall be recorded by one (1) of the following methods:

(1) On the back of the original prescription and, if used, a uniformly maintained, readily retrievable record such as a medication record or patient profile.
(2) In the storage memory of an electronic data processing system if such board approved system is used in the pharmacy.
(c) The following prescription information shall be retrievable by using or entering the serial number of the prescription:
(1) The name (and strength if applicable) and dosage form of the controlled substance.
(2) The date on which the prescription was written or phoned and reduced to writing by the pharmacist.
(3) The date of original filling and the date or dates of all refills.
(4) A notation or notations for the original filling and each and every subsequent refilling sufficient to identify the dispensing pharmacist.
(5) The total number of refills originally authorized and remaining for each individual prescription.
If the pharmacist does nothing more than date and initial the prescription to indicate a refill has been dispensed, the pharmacist shall be deemed to have
dispensed a refill for the full face amount (that is the originally prescribed amount) of the prescription.

(d) Additional refills for prescriptions for controlled substances listed in Schedule Il (IC 35-48-2-8), Schedule IV (IC 35-48-2-10), or Schedule V (IC 35-48-2-
12) may be added to the original prescription on an oral authorization transmitted to the pharmacist by the original prescribing practitioner providing the
following conditions are met:

(1) The total quantity authorized does not exceed the original face amount of the prescription and five (5) total refills, and none of the refills is for more
dose units or a larger quantity than the original face amount of the prescription.
(2) No dispensing takes place pursuant to the original prescription more than six (6) months after the date of the original issue of the prescription.
(3) The pharmacist receiving the oral authorization records that authorization on the reverse of the original prescription, or in a readily retrievable record,
and the following information:
(A) The date of the authorization.
(B) The number of the dose units or quantity authorized.
(C) The number of additional refills authorized.
(D) The initials of the pharmacist receiving the oral authorization.

(e) The prescribing practitioner must execute a new and separate prescription for any additional quantities beyond the five (5) refill, six (6) month limitation.
(Indiana Board of Pharmacy; Reg 28, Ch VI, Sec 6.22; filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed May 20, 1988, 9:30 a.m.: 11 IR 3564; filed Jul 5, 1995,
10:00 a.m.: 18 IR 2783; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-14 Schedules lIl, IV and V controlled substances; partial filling of prescriptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 14. The partial filling of a prescription for a controlled substance listed in Schedule lll, IV, or V in the Controlled Substance Act, IC 35-48 as amended
is permissible, provided that:

(a) each partial filling is recorded in the same manner as a refilling,

(b) the total quantity dispensed pursuant to an individual prescription including the original and all subsequent partial refills does not exceed the total
quantity prescribed, and

(c) no dispensing occurs more than six (6) months after the date on which the prescription was issued.
(Indiana Board of Pharmacy; Reg 28, Ch VI, Sec 6.23; filed Jul 9, 1974, 9:29 am: Unpublished; filed May 20, 1988, 9:30 am: 11 IR 3565; readopted filed Nov
14,2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-15 Schedules Il and IV controlled substances; label information; exceptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 15. Labeling of substances. (a) The pharmacist filling a prescription for a controlled substance listed in Schedule Il or IV [856 IAC 2-2-4 or 856 IAC 2-
2-5] shall affix to the package a label showing the pharmacy name and address, the serial number and date of initial filling, the name of the patient, the name
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of the practitioner issuing the prescription, and directions for use and cautionary statement, “Federal Law prohibits the transfer of this drug to any person other
than the patient for whom it was prescribed”, and other if any, contained in such prescription as required by law.
(b) The requirements of paragraph (a) of this section do not apply when a controlled substance listed in Schedule Il or IV [856 IAC 2-2-4 or 856 IAC 2-2-5]

is prescribed for administration to an ultimate user who is institutionalized: Provided, That:

(1) Not more than a 34-day supply or 100 dosage units, whichever is less, of the controlled substance listed in Schedule Il or [V [856 IAC 2-2-4 or 856
IAC 2-2-5] is dispensed at one time;

(2) The controlled substance listed in schedule IIl or IV [856 IAC 2-2-4 or 856 IAC 2-2-5] is not in the possession of the ultimate user prior to
administration;

(3) The institution maintains appropriate safeguards and records, the proper administration, control, dispensing, and storage of the controlled substance
listed in Schedule 1l or IV [856 IAC 2-2-4 or 856 IAC 2-2-5]; and

(4) The system employed by the pharmacist in filling a prescription is adequate to identify the supplier, the product and the patient, and to set forth the
directions for use and cautionary statements, if any, contained in the prescription or required by law.
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.24; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-16 Schedules Il and IV controlled substances; retention of prescriptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 16. Filing prescriptions. All prescriptions for controlled substances listed in Schedules Ill and 1V [856 IAC 2-2-4 or 856 IAC 2-2-5] shall be kept in
accordance with section 4.01 [856 IAC 2-4-1] of these regulations. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.25; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-17 Schedule V controlled substances; prescription requirements; refilling; exceptions
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 17. Requirement of prescription. (a) A pharmacist may dispense a controlled substance listed in Schedule V [856 IAC 2-2-6] pursuant to a prescription
as required for controlled substances listed in Schedules Ill and IV [856 IAC 2-2-4 and 856 IAC 2-2-5] in section 6.21 [856 IAC 2-6-12]. A prescription for a
controlled substance listed in Schedule V [856 IAC 2-2-6] may be refilled only as expressly authorized by the prescribing individual practitioner on the
prescription; if no such authorization is given, the prescription may not be refilled. A pharmacist dispensing such substance pursuant to a prescription shall
label the substance in accordance with section 6.24 [856 IAC 2-6-15] and file the prescription in accordance with section 6.25 [856 IAC 2-6-16).

(b) An individual practitioner may administer or dispense a controlled substance listed in Schedule V [856 IAC 2-2-6] in the course of his professional
practice without a prescription, subject to section 6.24 [856 IAC 2-6-15].

(c) An institutional practitioner may administer or dispense directly (but not prescribe) a controlled substance listed in Schedule V [856 IAC 2-2-6] only
pursuant to a written prescription signed by the prescribing individual practitioner, or pursuant to an oral prescription made by a prescribing individual
practitioner and promptly reduced to writing by the pharmacist (containing all information required in section 6.04 [856 IAC 2-6-4] except for the signature of
the prescribing individual practitioner), or pursuant to an order for medication made by an individual practitioner which is dispensed for immediate
administration to the ultimate user, subject to section 6.24 [856 IAC 2-6-15]. (Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.31; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-18 Dispensing without prescription; delivery of devices
Authority: IC 35-48-3-1
Affected: IC 35-48-3-9

Sec. 18. (a) A controlled substance listed in Schedule V in the Controlled Substance Act, IC 35-48 which does not require a prescription under federal,
state or local law or a device known as a hypodermic syringe and/or needle for human use may be dispensed by a pharmacist without a prescription to a
purchaser at retail, provided that:

(1) such dispensing is made only by a pharmacist and not by a non-pharmacist employee even if under the direct supervision of a pharmacist (although
after the pharmacist has fulfilled his professional and legal responsibilities set forth in his [sic.] section, the actual cash, credit transaction, or delivery may be
completed by a non-pharmacist);

(2) no more than:

(i) 240 cc. (8 ounces) or 48 dosage units of any substance containing opium;
(i) 120 cc. (4 ounces) or 24 dosage units of any other substance nor more than 48 dosage units may be dispensed at retail to the same purchaser in
any given 48-hour period;

(3) the purchaser is at least eighteen (18) years of age. However, if the item being purchased is a device known as a hypodermic syringe and/or needle
for human use, the age restriction shall not apply;

(4) the pharmacist requires every purchaser of a controlled substance or device as described in 856 IAC 2-6-18(a) not known to the pharmacist to
furnish suitable identification (including proof of age where appropriate); and

(5) separate bound record books for dispensing of:

(i) controlled substances; and
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(ii) devices under this section; are maintained by the pharmacist. These books shall contain the name and address of the purchaser, the name and
quantity of controlled substance or devices purchased, the date of each purchase, and the name or initials of the pharmacist who dispensed the substance or
devices to the purchaser these books shall be maintained in accordance with the recordkeeping requirements of 856 IAC 2-4-1.

(b) Delivery of devices, as described above, to inpatients of institutions is exempt from this section.

(c) The delivery of a device known as a hypodermic syringe-needle other than by a pharmacist in a licensed pharmacy or a licensed practitioner in his
lawful place of practice is prohibited. (Indiana Board of Pharmacy; Reg 28, Ch VI, Sec 6.32; filed Jul 9, 1974, 9:29 am: Unpublished; filed May 20, 1988, 9:30
am: 11 IR 3565; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

Rule 7. Limited Permits

856 IAC 2-7-1 Application
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 1. (a) A humane society, animal control agency, or governmental entity that intends to operate an animal shelter or other animal impounding facility for
the purpose of buying, possessing, and using drugs authorized by IC 35-48-3-2 shall apply for a limited permit in the form and manner required by the board.
(b) The applicant shall provide the following:
1) Name and address of the facility.
2) Type of facility.
3) Documentation describing the ownership of the facility.
4) Fees set by the board in this rule.
5) Information about the substances that the facility intends to administer.
6) Written policies relating to storage, security, and procedures for access, handling, and administration of drugs.
(7) Proof that the employees of the applicant who will handle a controlled substance are sufficiently trained to use and administer the controlled
substance.
(8) Proof that a licensed Indiana veterinarian holding a valid Indiana controlled substances registration and federal DEA registration has been retained to
provide technical advice to the facility.
(c) No humane society, animal control agency, or governmental entity that intends to operate an animal shelter or other animal impounding facility for the
purpose of buying, possessing, and using drugs authorized by |IC 35-48-3-2 shall engage in any activity for which a permit is required until the permit is
granted by the board. (Indiana Board of Pharmacy; 856 IAC 2-7-1; filed Aug 21,2003, 4:45 p.m.: 27 IR 181)

(
(
(
(
(
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856 IAC 2-7-2 Permit fees
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 2. The board shall charge and collect the following fees:
(1) Application for a limited permit, fifty dollars ($50).
(2) Annual renewal of limited permit, twenty-five dollars ($25).
(Indiana Board of Pharmacy; 856 IAC 2-7-2; filed Aug 21, 2003, 4:45 p.m.: 27 IR 182)

856 IAC 2-7-3 Renewal of permit
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 3. The renewal of the limited permits issued under this section shall be on the same schedule as other humane societies, animal control agencies, or
governmental entities that hold controlled substance registrations issued by the board. (Indiana Board of Pharmacy; 856 IAC 2-7-3; filed Aug 21, 2003, 4:45
p.m.: 27 IR 182)

856 IAC 2-7-4 Storage, handling, and use of controlled substances
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 4. (a) Limited permit holders and their agents, representatives, and employees must comply with the requirements of this rule for the storage and
handling of controlled substances.
(b) All facilities at which controlled substances are stored, handled, or used shall:
(1) be of suitable size and construction to facilitate cleaning, maintenance, and proper operations;
(2) have storage areas large enough to provide adequate lighting, ventilation, temperature, sanitation, humidity, space, equipment, and security
conditions;
(3) have a quarantine area for storage of controlled substances that are:
(A) outdated, damaged, deteriorated, misbranded, or adulterated; or
(B) in immediate or sealed secondary containers that have been opened;
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(4) be maintained in a clean and orderly condition; and
(5) be free from infestation by insects, rodents, birds, or vermin of any kind.

(c) All facilities used for storage of controlled substances by registrants under this section shall comply with the security

requirements as provided by 856 IAC 2-3-31.

(d) All controlled substances shall be stored at appropriate temperatures and under appropriate conditions in accordance with requirements, if any, in the
labeling of such controlled substances or with requirements in the current edition of an official

compendium of drug information.

(e) If no storage requirements are established for a controlled substance, the controlled substance may be held at a controlled room temperature, as
defined in an official compendium, to help ensure that its identity, strength, quality, and purity are not adversely affected.

(f) Controlled substances that are outdated, damaged, deteriorated, misbranded, or adulterated shall be quarantined and

physically separated from other controlled substances until they are destroyed by a designated agent of the board or returned to their supplier.

(9) Any controlled substance whose immediate or sealed outer or sealed secondary containers have been opened or used shall be:

(1) identified as such; and
(2) quarantined and physically separated from other controlled substances until they are either destroyed by a designated agent of the board or returned
to the supplier.

(h) Limited permit holders shall establish and maintain inventories and records of all controlled substances stored or used at the facility.

(i) Inventories and records shall be made available for inspection and photocopying by any authorized official of any

governmental agency charged with enforcement of this rule for a period of two (2) years following disposition of the controlled

substances.

(j) Records described in this section that are kept at the inspection site or that can be immediately retrieved by computer or other electronic means shall be
readily available for authorized inspection during the retention period. Records kept at a central location apart from the inspection site and not electronically
retrievable shall be made available for inspection within two (2) working days of a request by an authorized official of any governmental agency charged with
enforcement of this rule. (Indiana Board of Pharmacy; 856 IAC 2-7-4; filed Aug 21, 2003, 4:45 p.m.: 27 IR 182)

856 IAC 2-7-5 Training of staff
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 5. (a) Only employees of the limited permit holder are eligible for training to store, handle, and use controlled substances. Volunteers are prohibited
from storing, handling, or using controlled substances.

(b) The following training is required:

(1) Completion of a comprehensive training program approved by the controlled substance advisory committee.
(2) Any additional training as required by the supervising veterinarian or site administrator.

(c) A veterinarian licensed to practice in Indiana, holding a valid Indiana controlled substances registration and federal DEA registration, must verify in
writing that the employee has been trained adequately to store, handle, or use controlled substances. The written verification must be maintained at the facility
in a reasonably retrievable manner.

(d) The limited permit holder or site administrator shall maintain documentary proof of training in a reasonably retrievable manner at the facility for review
by an authorized official of any governmental agency charged with enforcement of this rule.

(Indiana Board of Pharmacy; 856 IAC 2-7-5; filed Aug 21, 2003, 4:45 p.m.: 27 IR 183)

856 IAC 2-7-6 Protocol for administration of controlled substances
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 6. In the event the consulting veterinarian is not physically present during the administration of controlled substances by employees of the limited
permit holder, the veterinarian shall be available for consultation by telephonic or other electronic device.
(Indiana Board of Pharmacy; 856 IAC 2-7-6; filed Aug 21, 2003, 4:45 p.m.: 27 IR 183)

856 IAC 2-7-7 Limitations on permit
Authority: IC 35-48-3-2
Affected: IC 35-48-3-2

Sec. 7. (a) Except as provided in subsection (b), only controlled substances for which the humane society, animal control agency, or governmental entity
has received a permit may be stored, handled, and used at the facility.

(b) A licensed veterinarian who stores, handles, or uses controlled substances at the humane society, animal control agency, or governmental entity other
than those authorized under the facility.s limited permit, must apply for and obtain a controlled substance registration for the facility in the veterinarian.s name.

(c) The veterinarian who holds the registration noted in subsection (b) is responsible for the proper storage, handling, and use of the controlled substances
authorized for use under the veterinarian.s controlled substance registration.
(Indiana Board of Pharmacy; 856 IAC 2-7-7; filed Aug 21, 2003, 4:45 p.m.: 27 IR 183)

182



IC 16-42-3
Chapter 3. Uniform Food, Drug, and Cosmetic Act: Adulteration and Misbranding of Drugs or Devices

IC 16-42-3-1 Antibiotic drug defined

Sec. 1. As used in this chapter, "antibiotic drug" means any drug intended for use by man containing any quantity of any chemical substance that is
produced by microorganisms and that has the capacity to inhibit or destroy microorganisms in dilute solution, including the chemically synthesized equivalent
of the substance.

As added by P.L.2-1993, SEC.25.

IC 16-42-3-2 Established name defined

Sec. 2. As used in this chapter, "established name", with respect to a drug or ingredient of a drug, means:

(1) the applicable official name designated under Section 508 of the Federal Act;

(2) if there is no official name and the drug or the ingredient is an article recognized in an official compendium, the official title of the drug or ingredient in
the compendium; or

(3) if neither subdivision (1) nor (2) applies, the common or usual name, if any, of the drug or the ingredient.
However, when subdivision (2) applies to an article recognized in the United States Pharmacopoeia and in the Homeopathic Pharmacopoeia under different
official titles, the official title used in the United States Pharmacopoeia applies unless the article is labeled and offered for sale as a homeopathic drug, in
which case the official title used in the Homeopathic Pharmacopoeia applies.
As added by P.L.2-1993, SEC.25.

IC 16-42-3-2.5 Duties of state veterinarian and state board of animal health

Sec. 2.5. (a) The state veterinarian shall act in place of the state health commissioner under this chapter when impounding or disposing of adulterated or
misbranded products under IC 15-2.1-23 or IC 15-2.1-24.

(b) The Indiana state board of animal health shall act in place of the state department of health under this chapter when impounding or disposing of
adulterated or misbranded products under IC 15-2.1-23 or IC 15-2.1-24.
As added by P.L.137-1996, SEC.70.

IC 16-42-3-3 Adulterated drug or device

Sec. 3. A drug or device is considered to be adulterated under the following conditions:
(1) If the drug or device consists in whole or in part of any filthy, putrid, or decomposed substance.
(2) If the drug or device has been produced, prepared, packed, or held under unsanitary conditions under which the drug or device may have been
contaminated with filth or made injurious to health.
(3) If the methods used in or the facilities or controls used for a drug's manufacture, processing, packing, or holding do not conform to or are not operated
or administered in conformity with current good manufacturing practice to assure that:
(A) the drug meets the requirements of this article as to safety; and
(B) the drug:
(i) has the identity and strength; and
(i) meets the quality and purity characteristics;
that the drug purports or is represented to possess.
(4) If a drug's container is composed in whole or in part of any poisonous or deleterious substance that may make the contents injurious to health.
() If:
(A) a drug bears or contains, for purposes of coloring only, a color additive that is unsafe within the meaning of IC 16-42-2-5; or
(B) a color additive, the intended use of which in or on drugs is for purposes of coloring only, is unsafe under IC 16-42-2-5.
(6) If:
(A) the drug or device purports to be or is represented as a drug, the name of which is recognized in an official compendium; and
(B) the strength of the drug differs from or the drug's quality or purity falls below the standard set forth in that compendium;
the determination as to strength, quality, or purity shall be made in accordance with the tests or methods of assay set forth in the compendium or, in the
absence or inadequacy of such tests or methods of assay, those tests or methods prescribed by the federal security administrator in regulations promulgated
under the Federal Act. A drug defined in an official compendium is not considered to be adulterated under this subdivision because the drug differs from the
standard of strength, quality, or purity set forth in the compendium if the drug's difference in strength, quality, or purity from the standard is plainly stated on
the drug's label. If a drug is recognized in both the United States Pharmacopoeia and the Homeopathic Pharmacopoeia of the United States, the drug is
subject to the requirements of the United States Pharmacopoeia unless the drug is labeled and offered for sale as a homeopathic drug. In the latter case, the
drug is subject to the provisions of the Homeopathic Pharmacopoeia of the United States and not to those of the United States Pharmacopoeia.
M If:
(A) the drug or device is not subject to the provisions of subdivision (6); and
(B) the drug's or device's strength differs from or the drug's or device's purity or quality falls below that which the drug or device purports or is
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represented to possess.
(8) If the drug or device is a drug and any substance has been:
(A) mixed or packed with the drug or device so as to reduce the drug's or device's quality or strength; or
(B) substituted wholly or in part for the drug.
As added by P.L.2-1993, SEC.25.

IC 16-42-3-4 Misbranded drug or device

Sec. 4. A drug or device is considered to be misbranded under any of the following conditions:
(1) If the labeling of the drug or device is false or misleading in any way.
(2) If the drug or device is in package form unless the drug or device bears a label containing:
(A) the name and place of business of the manufacturer, packer, or distributor; and
(B) an accurate statement of the quantity of the contents in terms of weight, measure, or numerical count.

However, under clause (B) reasonable variations shall be permitted and exemptions as to small packages shall be established by rules adopted by the
state department.

(3) If any word, statement, or other information required to appear on the label or labeling, under this chapter or a rule adopted under IC 16-42-1-2 is not
prominently placed on the drug or device with conspicuousness (as compared with other words, statements, designs, or devices in the labeling) and in such
terms that make the label likely to be read and understood by the ordinary individual under customary conditions of purchase and use.

(4) If the drug or device:

(A) is for use by humans; and

(B) contains any quantity of the narcotic or hypnotic substance alpha-eucaine, barbituric acid, beta-eucaine, bromal, cannabis, carbromal, chloral,
coca, cocaine, codeine, heroin, marijuana, morphine, opium, paraldehyde, peyote, methamphetamine, or sulphonmethane, or any chemical derivative of such
substance, which derivative after investigation has been found to be and is designated as habit forming, by rules adopted by the state department under
IC 16-42-1 through IC 16-42-4 or by regulations issued under 21 U.S.C. 352(d);

unless the label on the drug or device bears the name and quantity or proportion of that substance or derivative and the statement "Warning . May Be
Habit Forming".

(5) If a drug, unless the following conditions are met:

(A) The label on the drug bears, to the exclusion of any other nonproprietary name except the applicable systematic chemical name or the chemical
formula, the following:

(i) The established name of the drug, if any.

(ii) If the drug is fabricated from at least two (2) ingredients, the established name and quantity of each active ingredient, including the kind and
quantity or proportion of any alcohol and, whether active or not, the established name and quantity or proportion of any bromides, ether, chloroform,
acetanilid, acetphenetidin, amidopyrine, antipyrine, atropine, hyoscine, hyoscyamine, arsenic, digitalis, digitalis glucosides, mercury, ouabain, strophanthin,
strychnine, thyroid, or any derivative or preparation of those substances contained in the drug. However, the requirement for stating the quantity of the active
ingredients, other than the quantity of those specifically named in this subdivision, applies only to prescription drugs.

(B) If a prescription drug, the established name of the drug or ingredient on the label (and on any labeling on which a name for the drug or ingredient is
used) is printed prominently and in type at least half as large as that used for any proprietary name or designation for the drug or ingredient.

However, to the extent that compliance with the requirements of clause (A)(ii) or clause (B) is impracticable, exemptions shall be allowed under rules
adopted by the state department or by regulations promulgated under the Federal Act.

(6) Unless the drug's or device's labeling bears:

(A) adequate directions for use; and
(B) adequate warnings against use in those pathological conditions or by children where the drug's or device's use may be dangerous to health or
against unsafe dosage or methods or duration of administration or application in the manner and form that is necessary for the protection of users.

However, if any requirement of clause (A) as applied to any drug or device is not necessary for the protection of the public health, the state department
shall adopt rules exempting the drug or device from that requirement.

(7) If a drug purports to be a drug the name of which is recognized in an official compendium, unless the drug is packaged and labeled as prescribed in
the compendium. However, the method of packing may be modified with the consent of the state department in accordance with regulations promulgated by
the federal security administrator under the Federal Act. Whenever a drug is recognized in both the United States Pharmacopoeia and the Homeopathic
Pharmacopoeia of the United States, the drug is subject to the requirements of the United States Pharmacopoeia with respect to packaging and labeling
unless the drug is labeled and offered for sale as a homeopathic drug. In that case the drug is subject to the Homeopathic Pharmacopoeia of the United
States and not to the United States Pharmacopoeia.

(8) If a drug or device has been found by the federal security administrator or the state department to be a drug liable to deterioration, unless the drug or
device is packaged in a form and manner and the drug's or device's label bears a statement of such precautions as the federal security administrator or the
state department requires by rule or regulation as necessary for the protection of the public health. A rule or regulation may not be established for any drug
recognized in an official compendium until the federal security administrator or the state department informs the appropriate body charged with the revision of
the compendium of the need for the packaging or labeling requirements and that body fails within a reasonable time to prescribe requirements.

(9) If a drug's container is made, formed, or filled as to be misleading.

(10) If a drug is an imitation of another drug.

(11) If a drug is offered for sale under the name of another drug.

(12) If a drug is or purports to be or is represented to be a drug composed wholly or partly of insulin, unless:

(A) the drug is from a batch with respect to which a certificate or release has been issued under Section 506 of the Federal Act; and
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(B) the certificate or release is in effect with respect to the drug.
(13) If a drug is or purports to be or is represented to be a drug composed wholly or partly of any kind of penicillin, streptomycin, chloretetracycline,
chloramphenicol, bacitracin, or any other antibiotic drug, or any derivative of those drugs, unless:
(A) the drug is from a batch with respect to which a certificate or release has been issued under Section 507 of the Federal Act; and
(B) the certificate or release is in effect with respect to that drug.
However, this subdivision does not apply to any drug or class of drugs exempted by regulations promulgated under Section 507(c) or 507(d) of the
Federal Act.
(14) If a drug or device is dangerous to health when used in the dosage, or with the frequency or duration prescribed, recommended, or suggested in the
labeling of the drug or device.
(15) Under the conditions described in section 6 of this chapter.
As added by P.L.2-1993, SEC.25. Amended by P.L.17-2001, SEC.3.

IC 16-42-3-5 Exemption of drugs or devices in transit for further processing, labeling, or repackaging

Sec. 5. A drug or device that, in accordance with the practice of the trade, is to be processed, labeled, or repacked in substantial quantities at an
establishment other than the establishment where the drug or device was originally processed or packed, is exempt from the labeling and packaging
requirements of IC 16-42-1 through IC 16-42-4 while the drug or device is in transit in intrastate commerce from one (1) establishment to the other if the transit
is made in good faith for completion purposes only. However, the drug or device is otherwise subject to the applicable provisions of IC 16-42-1 through IC 16-
42-4.

As added by P.L.2-1993, SEC.25.

IC 16-42-3-6 Drugs dispensed on prescription

Sec. 6. (a) This section applies to a drug intended for use by humans that:
(1) is a habit forming drug to which section 4(4) of this chapter applies;
(2) because of:
(A) the drug's toxicity or other potential for harmful effect;
(B) the method of the drug's use; or
(C) the collateral measures necessary to the drug's use;
is not safe for use except under the supervision of a practitioner licensed by law to administer the drug; or
(3) is limited by an approved application under Section 505 of the Federal Act or section 7 or 8 of this chapter to use under the professional supervision
of a practitioner licensed by law to administer the drug.

(b) A drug described in subsection (a) may be dispensed only:

(1) upon a written or an electronically transmitted prescription of a practitioner licensed by law to administer the drug;

(2) upon an oral prescription of the practitioner that is reduced promptly to writing and filed by the pharmacist or pharmacist intern (as defined in IC 25-
26-13-2); or

(3) by refilling a prescription if the refilling is authorized by the prescriber either in the original prescription, by an electronically transmitted order that is
recorded in an electronic format, or by oral order that is reduced promptly to writing or is entered into an electronic format and filed by the pharmacist or
pharmacist intern (as defined in IC 25-26-13-2).

(c) If a prescription for a drug described in subsection (a) does not indicate how many times the prescription may be refilled, if any, the prescription may not
be refilled unless the pharmacist is subsequently authorized to do so by the practitioner.

(d) The act of dispensing a drug contrary to subsection (a), (b), or (c) is considered to be an act that results in a drug being misbranded while held for sale.

(e) A drug dispensed by filling or refilling a prescription of a practitioner licensed by law to administer the drug is exempt from the requirements of section
4(2), 4(3), 4(4), 4(5), 4(6), 4(7), 4(8), and 4(9) of this chapter if the drug bears a label containing the following:

(1) The name and address of the dispenser.

(2) The serial number and date of the prescription or of the prescription's filling.

(3) The name of the drug's prescriber and, if stated in the prescription, the name of the patient.

(4) The directions for use and cautionary statements, if any, contained in the prescription.
This exemption does not apply to any drugs dispensed in the course of the conduct of a business of dispensing drugs pursuant to diagnosis by mail or to a
drug dispensed in violation of subsection (a), (b), (c), or (d).

(f) The state department may adopt rules to remove drugs subject to section 4(4) of this chapter, section 7 of this chapter, or section 8 of this chapter from
the requirements of subsections (a) through (d) when the requirements are not necessary for the protection of public health. Drugs removed from the
prescription requirements of the Federal Act by regulations issued under the Federal Act may also, by rules adopted by the state department, be removed
from the requirement of subsections (a) through (d).

(9) A drug that is subject to subsections (a) through (d) is considered to be misbranded if at any time before dispensing the drug's label fails to bear the
statement "Caution: Federal Law Prohibits Dispensing Without Prescription" or "Caution: State Law Prohibits Dispensing Without Prescription". A drug to
which subsections (a) through (d) do not apply is considered to be misbranded if, at any time before dispensing, the drug's label bears the caution statement
described in this subsection.

(h) This section does not relieve a person from a requirement prescribed by or under authority of law with respect to drugs included within the
classifications of narcotic drugs or marijuana as defined in the applicable federal and state laws relating to narcotic drugs and marijuana.
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(i) A drug may be dispensed under subsection (b) upon an electronically transmitted prescription only to the extent permitted by federal law.
As added by P.L.2-1993, SEC.25. Amended by P.L.144-1996, SEC.12. Amended by P.L. 204-2005, SEC.4.

IC 16-42-3-7 New drugs; federal qualification; testing; application to introduce drug

Sec. 7. (a) This section does not apply under the circumstances described in section 9 of this chapter.
(b) A person may not sell, deliver, offer for sale, hold for sale, give away, or introduce into intrastate commerce any new drug unless:
(1) an application to sell, deliver, offer for sale, hold for sale, give away, or introduce into intrastate commerce a new drug has been approved and the
approval has not been withdrawn under Section 505 of the Federal Act; or
(2) if not subject to the Federal Act the drug has been tested and has been found to be safe for use and effective in use under the conditions prescribed,
recommended, or suggested in the labeling of the drug.
(c) Before selling or offering for sale the new drug, there must be filed with the state department an application setting forth the following:
1) Full reports of investigations that have been made to show whether or not the drug is safe for use and whether the drug is effective in use.
2) A full list of the articles used as components of the drug.
3) A full statement of the composition of the drug.
4) A full description of the methods used in and the facilities and controls used for the manufacture, processing, and packing of the drug.
5) Such samples of the drug and of the articles used as components of the drug that the state department requires.
(6) Specimens of the labeling proposed to be used for the drug.
As added by P.L.2-1993, SEC.25.
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IC 16-42-3-8 New drugs; time for application to take effect

Sec. 8. (a) This section does not apply under the circumstances described in section 9 of this chapter.
(b) An application provided for under section 7 of this chapter becomes effective on the one hundred eightieth day after the filing of the application.
However, if the state department finds, after due notice to the applicant and giving the applicant an opportunity for a hearing that:
(1) the drug is not safe or not effective for use under the conditions prescribed, recommended, or suggested in the proposed labeling of the drug;
(2) the methods used in and the facilities and controls used for the manufacture, processing, and packing of the drugs are inadequate to preserve the
drug's identity, strength, quality, and purity; or
(3) based on a fair evaluation of all material facts, that the labeling is false or misleading in any particular;
the state department shall, before the effective date of the application, issue an order refusing to permit the application to become effective.
As added by P.L.2-1993, SEC.25.

IC 16-42-3-9 New drugs; exemption

Sec. 9. (a) Sections 7 and 8 of this chapter do not apply to the following:

(1) To a drug dispensed on a written or an electronically transmitted prescription signed by or with an electronic signature of a physician, dentist, or
veterinarian (except a drug dispensed in the course of the conduct of a business of dispensing drugs pursuant to diagnosis by mail) if the physician, dentist, or
veterinarian is licensed by law to administer the drug, and the drug bears a label containing the name and place of business of the dispenser, the serial
number and date of the prescription, and the name of the physician, dentist, or veterinarian.

(2) To a drug exempted by rule of the state department and that is intended solely for investigational use by experts qualified by scientific training and
experience to investigate the safety and effectiveness of drugs.

(3) To a drug sold in Indiana or introduced into intrastate commerce at any time before the enactment of the Federal Act, if the drug's labeling contained
the same representations concerning the conditions of the drug's use.

(4) To any drug that is licensed under the Public Health Service Act of July 1, 1944 (58 Stat. 682, as amended; 42 U.S.C. 201 et seq.) or under the
Animal Virus-Serum Toxin Act of March 4, 1913 (13 Stat. 832; 21 U.S.C. 151 et seq.).

(5) To a drug subject to section 4(10) of this chapter.

(b) Rules exempting drugs intended for investigational use under subsection (a)(2) may, within the discretion of the state department among other
conditions relating to the protection of the public health, provide for conditioning the exemption upon the following:

(1) The submission to the state department, before any clinical testing of a new drug is undertaken, of reports by the manufacturer or the sponsor of the
investigation of the drug or preclinical tests, including tests on animals, of the drug adequate to justify the proposed clinical testing.

(2) The manufacturer or the sponsor of the investigation of a new drug proposed to be distributed to investigators for clinical testing obtaining a signed
agreement from each of the investigators that patients to whom the drug is administered will be under the manufacturer's or sponsor's personal supervision or
under the supervision of investigators responsible to the manufacturer or sponsor and that the manufacturer or sponsor will not supply the drug to any other
investigator or to clinics for administration to human beings.

(3) The establishment and maintenance of the records and the making of the reports to the state department by the manufacturer or the sponsor of the
investigation of the drug of data (including analytical reports by investigators) obtained as the result of the investigational use of the drug that the state
department finds will enable the state department to evaluate the safety and effectiveness of the drug if an application is filed under section 8 of this chapter.

(c) Rules exempting drugs intended for investigational use under subsection (a)(2) must provide that the exemption is conditioned upon the manufacturer or
the sponsor of the investigation requiring that experts using the drugs for investigational purposes certify to the manufacturer or sponsor that the experts will
inform any human beings to whom the drugs or any controls used in connection with the drugs are being administered that the drugs are being used for
investigational purposes and will obtain the consent of the human beings or their representatives, except where they consider it not feasible or, in their
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professional judgment, contrary to the best interests of the human beings.

(d) This section does not require a clinical investigator to submit directly to the state department reports on the investigational use of drugs. The regulations
adopted under Section 505(i) of the Federal Act are the rules in Indiana. The state may adopt rules, whether or not in accordance with regulations
promulgated under the Federal Act.

As added by P.L.2-1993, SEC.25; Amended by P.L. 204-2005, SEC.5.

IC 16-42-3-10 New drugs; revocation of order refusing application to take effect; revocation of approved application

Sec. 10. (a) An order refusing to permit an application under section 7 or 8 of this chapter to become effective may be revoked by the state department.
(b) The state department may, after affording an opportunity for public hearing and judicial appeal, revoke an application approved under section 7 or 8 of
this chapter if the state department finds any of the following:
(1) That the drug, based on evidence acquired after approval, may not be safe or effective for the intended use.
(2) That the facilities or controls used in the manufacture, processing, or labeling of the drug may present a hazard to the public health.
As added by P.L.2-1993, SEC.25.

IC 16-42-3-11 Representation of antiseptic

Sec. 11. The representation of a drug in the labeling or advertisement as an antiseptic is considered to be a representation that the drug is a germicide,
except if a drug purporting to be or represented as an antiseptic for inhibitory use as a wet dressing, ointment, dusting powder, or other use involves
prolonged contact with the body.
As added by P.L.2-1993, SEC.25.
IC 16-42-3-12 Violation of chapter; offenses

Sec. 12. (a) Except as otherwise provided, a person who recklessly violates or fails to comply with this chapter commits a Class B misdemeanor.

(b) Each day a violation continues constitutes a separate offense.
As added by P.L.2-1993, SEC.25.
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IC 16-42-19
Chapter 19. Drugs: Indiana Legend Drug Act

IC 16-42-19-1 Intent of chapter

Sec. 1. This chapter is intended to supplement IC 16-42-1 through IC 16-42-4.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-2 "Drug" defined

Sec. 2. As used in this chapter, "drug" means the following:

(1) Articles or substances recognized in United States Pharmacopeial Convention, Inc.; The United States Pharmacopeia, Twenty-Second Edition (1990)
or United States Pharmacopeial Convention, Inc.; The National Formulary, Seventeenth Edition (1990) as revised by United States Pharmacopeial
Convention, Inc.; Supplement 1 to The United States Pharmacopeia, Twenty-Second Edition and The National Formulary, Seventeenth Edition (1990); and
any supplements printed after 1990.

(2) Articles or substances intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in human beings or other animals.

(3) Articles other than food intended to affect the structure or any function of the body of human beings or other animals.

(4) Articles intended for use as a component of any article specified in subdivision (1), (2), or (3).

(5) Devices.

As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.1.

IC 16-42-19-3 "Drug order" defined

Sec. 3. As used in this chapter, "drug order" means an order that meets the following conditions:
(1) Is:
(A) a written order in a hospital or other health care institution for an ultimate user for a drug or device, issued and signed by a practitioner; or
(B) an order transmitted by other means of communication from a practitioner that is immediately reduced to writing by the pharmacist, registered
nurse, or other licensed health care practitioner authorized by the hospital or institution.
(2) Contains the following:
(A) The name and bed number of the patient.
(B) The name and strength or size of the drug or device.
(C) Unless specified by individual institutional policy or guidelines, the amount to be dispensed either in quantity or days.
(D) Adequate directions for the proper use of the drug or device when administered to the patient.
(E) The name of the prescriber.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-4 "Investigational or new drug" defined

Sec. 4. As used in this chapter, "investigational or new drug" means a drug that is limited by state law to use under professional supervision of a practitioner
authorized by law to prescribe or administer the drug.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-5 "Practitioner” defined
Sec. 5. As used in this chapter, "practitioner" means any of the following:

)

) A veterinarian licensed to practice veterinary medicine in Indiana.

) A dentist licensed to practice dentistry in Indiana.

) A podiatrist licensed to practice podiatric medicine in Indiana.

) An optometrist who is:

(A) licensed to practice optometry in Indiana; and

(B) certified under IC 25-26-3.

(6) An advanced practice nurse who meets the requirements of IC 25-23-1-19.5.

(7) A physician assistant licensed under IC 25-27.5 who is delegated prescriptive authority under IC 25-27.5-5-6.

IC 16-42-19-6 "Precursor" defined

Sec. 6. As used in this chapter, "precursor" means a substance, other than a legend drug, that:
(1) is an immediate chemical intermediate that can be processed or synthesized into a legend drug; and
(2) is used or produced primarily for use in the manufacture of a legend drug by persons other than persons:
(A) licensed to manufacture the legend drug by the Indiana board of pharmacy;
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(B) registered by the state department; or
(C) licensed to practice pharmacy by the Indiana board of pharmacy.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-7 "Prescription" defined

Sec. 7. As used in this chapter, "prescription" means:

(1) a written order to or for an ultimate user for a drug or device containing the name and address of the patient, the name and strength or size of the
drug or device, the amount to be dispensed, adequate directions for the proper use of the drug or device by the patient, and the name of the practitioner,
issued and signed by a practitioner; or

(2) an order transmitted by other means of communication from a practitioner that is:

(A) immediately reduced to writing by the pharmacist or pharmacist intern (as defined in IC 25-26-13-2); or
(B) for an electronically transmitted prescription:
(i) has the electronic signature of the practitioner; and
(ii) is recorded by the pharmacist in an electronic format.
As added by P.L.2-1993, SEC.25;, Amended by P.L. 204-2005, SEC.6.

IC 16-42-19-8 "Sale" defined

Sec. 8. As used in this chapter, "sale" means every sale and includes the following:
(1) Manufacturing, processing, transporting, handling, packing, or any other production, preparation, or repackaging.
(2) Exposure, offer, or any other proffer.
(3) Holding, storing, or any other possession.
(4) Dispensing, giving, delivering, or any other supplying.
(5) Applying, administering, or any other using.
As added by P.L.2-1993, SEC.25.

==

IC 16-42-19-9 "Warehouseman" defined

Sec. 9. As used in this chapter, "warehouseman" means a person who stores legend drugs for others and who has no control over the disposition of legend
drugs except for the purpose of storage.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-10 "Wholesaler" defined

Sec. 10. As used in this chapter, "wholesaler" means a person engaged in the business of distributing legend drugs that the person has not produced or
prepared to persons included in any of the classes named in section 21 of this chapter.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-11 Sale of legend drug unlawful; exceptions

Sec. 11. (a) Except as provided in section 21 of this chapter, a person may not sell a legend drug unless either of the following conditions exist:

(1) Except as provided in subsection (b), the legend drug is dispensed by a pharmacist upon an original prescription or drug order with the drug product
specified on the prescription or drug order or by the authorization of the practitioner and there is affixed to the immediate container in which the drug is
delivered a label bearing the following:

(A) The name, address, and phone number of the establishment from which the drug was dispensed.
B) The date on which the prescription for the drug was filled.
C) The number of the prescription as filed in the prescription files of the pharmacist who filled the prescription.
D) The name of the practitioner who prescribed the drug.
) The name of the patient, or if the drug was prescribed for an animal, a statement of the species of the animal.
) The directions for the use of the drug as contained in the prescription.
(2) The legend drug is delivered by the practitioner in good faith in the course of practice and the immediate container in which the drug is delivered
bears a label on which appears the following:
(A) The directions for use of the drug.
(B) The name and address of the practitioner.
(C) The name of the patient.
(D) If the drug is prescribed for an animal, a statement of the species of the animal.
This section does not prohibit a practitioner from delivering professional samples of legend drugs in their original containers in the course of the practitioner's
practice when oral directions for use are given at the time of delivery.
(b) Notwithstanding subsection (a)(1), the following apply:
(1) A pharmacist at a hospital licensed under IC 16-21 may fill a drug order for a legend drug with a drug product allowed under the hospital's policies
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and procedures for the use, selection, and procurement of drugs.
(2) A pharmacist who fills a prescription for a legend drug must comply with IC 16-42-22 and IC 25-26-16.
As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.2.

IC 16-42-19-12 Refilling prescription or drug order

Sec. 12. Except as authorized under IC 25-26-13-25(d), a person may not refill a prescription or drug order for a legend drug except in the manner
designated on the prescription or drug order or by the authorization of the practitioner
As added by P.L.2-1993, SEC.25. Amended by P.L.270-2001, SEC.1; Amended by P.L. 204-2005, SEC.7.

IC 16-42-19-13 Possession or use of legend drug or precursor

Sec. 13. A person may not possess or use a legend drug or a precursor unless the person obtains the drug:
(1) on the prescription or drug order of a practitioner; or
(2) in accordance with section 11(2) or 21 of this chapter.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-14 Records

Sec. 14. A person may not fail to keep records as required by section 22 of this chapter.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-15 Inspection of records

Sec. 15. A person may not refuse to make available and to accord full opportunity to check a record, as required by section 22 of this chapter.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-16 Unlawful acts

Sec. 16. A person may not do any of the following:
(1) Obtain or attempt to obtain a legend drug or procure or attempt to procure the administration of a legend drug by any of the following:
A) Fraud, deceit, misrepresentation, or subterfuge.
B) The forgery or alteration of a prescription, drug order, or written order.
C) The concealment of a material fact.
D) The use of a false name or the giving of a false address.
(2) Communicate information to a physician in an effort unlawfully to procure a legend drug or unlawfully to procure the administration of a legend drug.
Such a communication is not considered a privileged communication.
(3) Intentionally make a false statement in a prescription, drug order, order, report, or record required by this chapter.
(4) For the purpose of obtaining a legend drug, falsely assume the title of or represent oneself to be a manufacturer, wholesaler, pharmacist, physician,
dentist, veterinarian, or other person.
(5) Make or utter a false or forged prescription or false drug order or forged written order.
(6) Affix a false or forged label to a package or receptacle containing legend drugs. This subdivision does not apply to law enforcement agencies or their
representatives while engaged in enforcing this chapter.
(7) Dispense a legend drug except as provided in this chapter.
As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.3.

—~— — —

IC 16-42-19-17 Legend drug smoking devices
Sec. 17. A person may not possess or have under the person's control with intent to violate this chapter an instrument or contrivance designed or generally
used in smoking a legend drug.
As added by P.L.2-1993, SEC.25.
IC 16-42-19-18 Legend drug injection devices
Sec. 18. A person may not possess or have under control with intent to violate this chapter a hypodermic syringe or needle or an instrument adapted for the

use of a legend drug by injection in @ human being.
As added by P.L.2-1993, SEC.25.
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IC 16-42-19-19 Anabolic steroids

Sec. 19. Except as provided in section 21 of this chapter, a person may not possess or use an anabolic steroid without a valid prescription or drug order
issued by a practitioner acting in the usual course of the practitioner's professional practice.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-20 Validity of prescriptions or drug orders

Sec. 20. (a) A prescription or drug order for a legend drug is not valid unless the prescription or drug order is issued for a legitimate medical purpose by a
practitioner acting in the usual course of the practitioner's business.

(b) A practitioner may not knowingly issue an invalid prescription or drug order for a legend drug.

(c) A pharmacist may not knowingly fill an invalid prescription or drug order for a legend drug.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-21 Authorized sale or possession

Sec. 21. Sections 11, 13, 19, and 25(b) of this chapter are not applicable to the following:
(1) The sale of legend drugs to persons included in any of the classes named in subdivision (2), or to the agents or employees of such persons for use in
the usual course of their business or practice or in the performance of their official duties.
(2) Possession of legend drugs by the following persons or their agents or employees for such use:
A) Pharmacists.
B) Practitioners.
(C) Persons who procure legend drugs for handling by or under the supervision of pharmacists or practitioners employed by them or for the purpose of
lawful research, teaching, or testing and not for resale.
(D) Hospitals and other institutions that procure legend drugs for lawful administration by practitioners.
(E) Manufacturers and wholesalers.
(F) Carriers and warehousemen.
As added by P.L.2-1993, SEC.25.

—_

IC 16-42-19-22 Manufacturers and wholesalers; records

Sec. 22. (a) Manufacturers and wholesalers shall maintain records of the movement in commerce of legend drugs for two (2) years immediately following
the date of the last entry on those records and shall make those records available, at reasonable times, to law enforcement agencies and their representatives
in the enforcement of this chapter.

(b) Evidence obtained under this section may not be used in a criminal prosecution of the person from whom obtained.

As added by P.L.2-1993, SEC.25.

IC 16-42-19-23 Mechanical device for storage or dispensing of drugs; restrictions; inspection of premises

Sec. 23. (a) As used in this section, "mechanical device" means a machine for storage and dispensing of drugs. The term does not include devices or
instruments used by practitioners in the diagnosis, cure, mitigation, treatment, or prevention of disease in human beings or other animals.
(b) A person may not maintain, operate, or use any type of mechanical device in which any legend drug or narcotic drug is stored or held for the purpose of
dispensing the drug from the mechanical device. However, the mechanical device may be used for the storage and dispensing of legend drugs if:
(1) the mechanical device used in a:
(A) pharmacy that holds a permit issued by the Indiana board of pharmacy;
(B) remote location under the jurisdiction of the board of pharmacy; or
(C) health care facility that is licensed under IC 16-28 or IC 16-21-2; and
(2) the mechanical device is operated under the direct supervision and control of a:
(A) registered pharmacist; or
(B) practitioner;
who is directly responsible for dispensing the drug from the mechanical device.
(c) Inspectors of the Indiana board of pharmacy may inspect the premises of any person suspected of violating this section.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-24 Nuisance; place of illegal use or storage; prohibited acts

Sec. 24. (a) A store, shop, warehouse, dwelling house, apartment, building, vehicle, boat, aircraft, or any other place that is used:
(1) by a person for the purpose of unlawfully using a legend drug; or
(2) for the unlawful keeping or selling of the legend drug;
is @ common nuisance.
(b) A person may not:
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(1) keep or maintain a common nuisance; or

(2) frequent or visit a place knowing the place to be used for a purpose;
as described in subsection (a).
As added by P.L.2-1993, SEC.25.

IC 16-42-19-25 Anabolic steroids; unlawful acts

Sec. 25. (a) A practitioner may not prescribe, order, distribute, supply, or sell an anabolic steroid for any of the following:
(1) Enhancing performance in an exercise, sport, or game.
(2) Hormonal manipulation intended to increase muscle mass, strength, or weight without a medical necessity.
(b) Except as provided in section 21 of this chapter, a person who is not a practitioner or lawful manufacturer of anabolic steroids may not do any of the
following:
(1) Knowingly or intentionally manufacture or deliver an anabolic steroid, pure or adulterated.
(2) Possess, with intent to manufacture or deliver, an anabolic steroid.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-26 Pleading

Sec. 26. In:
(1) any complaint, information, affidavit, or indictment; and
(2) any action or proceeding brought for the enforcement of any provision of this chapter;
it is not necessary to negate an exception, excuse, proviso, or exemption contained in this chapter. The burden of proof of such an exception, excuse,
proviso, or exemption is upon the defendant.
As added by P.L.2-1993, SEC.25.

IC 16-42-19-27 Violations; prior offenders; anabolic steroids

Sec. 27. (a) A person who knowingly violates this chapter, except sections 24 and 25(b) of this chapter, commits a Class D felony. However, the offense is
a Class C felony if the person has a prior conviction under this subsection or IC 16-6-8-10(a) before its repeal.
(b) A person who violates section 24 of this chapter commits a Class B misdemeanor.
(c) A person who violates section 25(b) of this chapter commits dealing in an anabolic steroid, a Class C felony. However, the offense is a Class B felony if
the person delivered the anabolic steroid to a person who is:
(1) less than eighteen (18) years of age; and
(2) at least three (3) years younger than the delivering person.
As added by P.L.2-2005, SEC.58.

IC 16-42-19-28 Immunity of law enforcement officers from prosecution
Sec. 28. Law enforcement officers in the performance of their official duties are exempt from prosecution for and may not be convicted of violations of this

chapter.
As added by P.L.2-1993, SEC.25.
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IC 16-42-20
Chapter 20. Drugs: Enforcement of Pharmacy Laws and Rules

IC 16-42-20-1 Powers of enforcement officers

Sec. 1. (a) Each member of the Indiana board of pharmacy, designated employees of the Indiana board of pharmacy, and all law enforcement officers of
Indiana are primarily responsible for the enforcement of all statutes and rules of Indiana relating to controlled substances. However, the Indiana board of
pharmacy is primarily responsible for making accountability audits of the supply and inventory of controlled substances.

(b) An officer or employee of the Indiana board of pharmacy designated by the board may do any of the following:

(1) Carry firearms in the performance of the officer's or employee's official duties.

(2) Execute and serve search warrants, arrest warrants, administrative inspection warrants, subpoenas, and summonses issued under the authority of
this state.

(3) Make arrests without warrant for any offense relating to controlled substances committed in the officer's or employee's presence or if the officer or
employee has probable cause to believe that the person to be arrested has committed or is committing a felony relating to controlled substances.

(4) Make seizures of property under this chapter.

(5) Perform other law enforcement duties that the Indiana board of pharmacy designates.
As added by P.L.2-1993, SEC.25.

IC 16-42-20-2 "Controlled premises" defined; administrative inspections and warrants

Sec. 2. (a) As used in this section, "controlled premises" means the following:

(1) Places where persons registered or exempted from registration requirements under IC 35-48-3 are required to keep records.

(2) Places, including factories, warehouses, establishments, and conveyances, in which persons registered or exempted from registration requirements
under IC 35-48-3 are permitted to possess, manufacture, compound, process, sell, deliver, or otherwise dispose of a controlled substance.

(b) Issuance and execution of administrative inspection warrants must be as follows:

(1) A judge of a court of record within the judge's jurisdiction may, upon proper oath or affirmation showing probable cause, issue warrants for the
purpose of conducting administrative inspections authorized by this chapter and seizures of property appropriate to the inspections.

(2) For purposes of the issuance of administrative inspection
warrants, probable cause exists upon showing a valid public interest in the effective enforcement of this chapter sufficient to justify administrative inspection of
the area, premises, building, or conveyance in the circumstances specified in the application for the warrant.

(3) A warrant shall be issued only upon an affidavit of a designated officer or employee having knowledge of the facts alleged, sworn to before the judge,
and establishing the grounds for issuing the warrant. If the judge is satisfied that grounds for the application exist or that there is probable cause to believe the
grounds exist, the judge shall issue a warrant identifying the area, premises, building, or conveyance to be inspected, the purpose of the inspection, and, if
appropriate, the type of property to be inspected.

(4) The warrant must do the following:

(A) State the grounds for the warrant's issuance and the name of each person whose affidavit has been taken in support of the warrant.

(B) Be directed to a person authorized by section 1 of this chapter to execute the warrant.

(C) Command the person to whom the warrant is directed to inspect the area, premises, building, or conveyance identified for the purpose specified
and, if appropriate, direct the seizure of the property specified.

(D) Identify the item or types of property to be seized, if any.

(E) Direct that the warrant may be served during normal business hours and designate the judge to whom the warrant shall be returned.

(5) A warrant issued under this section must be executed and returned within ten (10) days of the warrant's date unless, upon a showing of a need for
additional time, the court orders otherwise.

(6) If property is seized under a warrant, a copy shall be given to the person from whom or from whose premises the property is taken, together with a
receipt for the property taken. The return of the warrant shall be made promptly, accompanied by a written inventory of any property taken. The inventory shall
be made in the presence of the person executing the warrant and of the person from whose possession or premises the property was taken, if present, or in
the presence of at least one (1) credible person other than the person executing the warrant. A copy of the inventory shall be delivered to the person from
whom or from whose premises the property was taken and to the applicant for the warrant.

(7) The judge who issues a warrant shall attach to the warrant a copy of the return and all papers returnable in connection with the issuance of the
warrant and file them with the clerk of the circuit or superior court for the judicial circuit in which the inspection was made.

(c) The Indiana board of pharmacy may make administrative inspections of controlled premises in accordance with the following provisions:

(1) When authorized by an administrative inspection warrant issued under subsection (b), an officer or employee designated by the Indiana board of
pharmacy, upon presenting the warrant and appropriate credentials to the owner, operator, or agent in charge, may enter controlled premises for the purpose
of conducting an administrative inspection.

(2) When authorized by an administrative inspection warrant, an officer or employee designated by the Indiana board of pharmacy may do the following:

(A) Inspect and copy records required by IC 35-48-3 to be kept.

(B) Inspect, within reasonable limits and in a reasonable manner, controlled premises and all pertinent equipment, finished and unfinished material,
containers, and labeling found on the premises, and, except as provided in subdivision (4), all other things on the premises, including records, files, papers,
processes, controls, and facilities bearing on violation of laws relating to controlled substances.

(C) Inventory any stock of any controlled substance on the premises and obtain samples of the controlled substance.
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(3) This section does not prevent an inspection without a warrant of books and records under an administrative subpoena issued in accordance with
IC 4-21.5-3 or prevent entries and administrative inspections, including seizures of property, without a warrant if any of the following conditions exist:
A) The owner, operator, or agent in charge of the controlled premises consents.
B) A situation presents imminent danger to health or safety.
(C) A situation involves the inspection of conveyances if there is reasonable cause to believe that the mobility of the conveyance makes it
impracticable to obtain a warrant.
(D) An exceptional or emergency circumstance where time or opportunity to apply for a warrant is lacking.
(E) A situation in which a warrant is not constitutionally required.
(4) An inspection authorized by this section may not extend to financial data, sales data (other than shipment data), or pricing data unless the owner,
operator, or agent in charge of the controlled premises consents in writing.
As added by P.L.2-1993, SEC.25.

—_

IC 16-42-20-3 Injunctions

Sec. 3. Any court of record has jurisdiction to restrain or enjoin violations of laws relating to controlled substances.
As added by P.L.2-1993, SEC.25.

IC 16-42-20-4 Cooperative arrangements and confidentiality

Sec. 4. (a) The Indiana board of pharmacy shall cooperate with federal and other state agencies in discharging the board's
responsibilities concerning traffic in controlled substances and in suppressing the abuse of controlled substances. To this end, the board may do the following:

(1) Arrange for the exchange of information among governmental officials concerning the use and abuse of controlled substances.

(2) Coordinate and cooperate in training programs concerning controlled substance law enforcement at local, state, and federal levels.

(3) Cooperate with the Drug Enforcement Administration by establishing a centralized unit to accept, catalog, file, and collect statistics, including records
of drug dependent persons and other controlled substance law offenders within Indiana, and make the information available for federal, state, and local law
enforcement purposes. The board may not furnish the name or identity of a patient or research subject whose identity cannot be obtained under subsection
(c).

(4) Conduct programs of eradication aimed at destroying wild or illicit growth of plant species from which controlled substances may be extracted.

(b) Results, information, and evidence received from the Drug Enforcement Administration relating to the regulatory functions of this chapter, including the
results of inspections conducted by the Drug Enforcement Administration, may be relied on and acted upon by the Indiana board of pharmacy in the exercise
of the board's regulatory functions.

(c) A practitioner engaged in medical practice or research is not required or compelled to furnish the name or identity of a patient or research subject to the
Indiana board of pharmacy. A practitioner may not be compelled in any state or local civil, criminal, administrative, legislative, or other proceedings to furnish
the name or identity of an individual that the practitioner is obligated to keep confidential.

As added by P.L.2-1993, SEC.25.

IC 16-42-20-5 Forfeitures

Sec. 5. (a) The following are subject to forfeiture:

(1) All controlled substances that are or have been unlawfully manufactured, distributed, dispensed, acquired, or possessed, or with respect to which
there has been an act by a person in violation of laws relating to controlled substances.

(2) All raw materials, instruments, devices, and other objects that are used or intended for use by the person in possession of them in unlawfully planting,
growing, manufacturing, compounding, processing, delivering, importing, or exporting a controlled substance.

(3) All property that is used or intended for use by the person in possession of the property as a container for property described in subdivision (1) or (2).

(4) All books, records, and research products and materials, including formulas, microfilm, tapes, and data that are used or intended for use by the
person in possession in violation of a law
relating to controlled substances.

(b) Property subject to forfeiture under this chapter may be seized by an enforcement officer upon process issued by any state court of record having

jurisdiction over the property. Seizure without process may be made if any of the following conditions exist:

(1) The seizure is incident to an arrest, a search under a search warrant, or an inspection under an administrative inspection warrant.

(2) The property subject to seizure has been the subject of a prior judgment in favor of the state in a criminal injunction or forfeiture proceeding.

(3) The Indiana board of pharmacy has probable cause to believe that the property is directly or indirectly dangerous to health or safety.

(4) The Indiana board of pharmacy has probable cause to believe that the property was used by the person in possession of the property or is intended
to be used in violation of a law relating to controlled substances.

(c) In a seizure under subsection (b), proceedings under subsection (d) shall be instituted promptly.

(d) Property taken or detained under this section is not subject to replevin, but is considered to be in the custody of the Indiana board of pharmacy subject
only to the orders and decrees of the court having jurisdiction over the forfeiture proceedings. When property is seized under this chapter, the Indiana board of
pharmacy may do any of the following:

(1) Place the property under seal.
(2) Remove the property to a place designated by the board.
(3) Take custody of the property and remove the property to an appropriate location for disposition in accordance with law.
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All property seized under this chapter shall be retained by the Indiana board of pharmacy until all proceedings in which the property may be involved have
concluded.

(e) When property is forfeited under this chapter, the Indiana board of pharmacy shall do the following:

(1) Sell property that by law is not required to be transferred or destroyed, that has a monetary value, and that is not harmful to the public. The proceeds
shall be used for payment of all proper expenses of the proceedings for forfeiture and sale, including expenses of seizure, maintenance of custody,
advertising, and court costs. All proceeds in excess of expenses shall be paid into the common school fund of the state.

(2) Take custody of property that has no monetary value or cannot lawfully be sold and remove the property for disposition in accordance with
administrative rule or forward the property to the Drug Enforcement Administration for disposition.

(f) Controlled substances listed in schedule | that are unlawfully possessed, transferred, sold, or offered for sale are contraband and shall be seized and
summarily forfeited to the state. Controlled substances listed in schedule | that are seized or come into the possession of the state, the owners of which are
unknown, are contraband and shall be
summarily forfeited to the state.

(9) Species of plants from which controlled substances in schedules | and Il may be derived that:

(1) have been unlawfully planted or cultivated and the owners or cultivators are unknown; or

(2) are wild growths;
may be seized and summarily forfeited to the state.

(h) The failure, upon demand by the Indiana board of pharmacy or the board's authorized agent, of the person in occupancy or in control of land or
premises upon which the species of plants are growing or being stored to produce an appropriate registration or proof that the person is the holder of the
plants constitutes authority for the seizure and forfeiture of the plants.

As added by P.L.2-1993, SEC.25.

IC 16-42-20-6 Burden of proof; liabilities

Sec. 6. (a) It is not necessary for the state to negate any exemption or exception in this chapter or in IC 35-48 in a complaint, an information, an indictment,
or other pleading or in a trial, hearing, or other proceeding under this chapter or under IC 35-48. The burden of proof of an exemption or exception is on the
person claiming the exemption or exception.

(b) In the absence of proof that a person is the duly authorized holder of an appropriate registration or order form issued under IC 35-48-3, a person is
presumed not to be the holder of the registration or form.

As added by P.L.2-1993, SEC.25.

IC 16-42-20-7 Judicial review

Sec. 7. All final determinations, findings, and conclusions of the Indiana board of pharmacy under this chapter are conclusive decisions of the matters
involved. A person aggrieved by the decision may obtain review of the decision in accordance with IC 4-21.5-5. Findings of fact by the Indiana board of
pharmacy, if supported by substantial evidence, are conclusive.

As added by P.L.2-1993, SEC.25.

IC 16-42-20-8 Education programs

Sec. 8. The addiction services bureau of the division of mental health and addiction shall carry out educational programs designed to prevent and deter

misuse and abuse of controlled substances. In connection with these programs, the bureau may do the following:

(1) Promote better recognition of the problems of misuse and abuse of controlled substances within the regulated industry and among interested groups
and organizations.

(2) Assist the regulated industry and interested groups and organizations in contributing to the reduction of misuse and abuse of controlled substances.

(3) Consult with interested groups and organizations to aid the groups and organizations in solving administrative and organizational problems.

(4) Evaluate procedures, projects, techniques, and controls conducted or proposed as part of educational programs on misuse and abuse of controlled
substances.

(5) Disseminate the results of research on misuse and abuse of controlled substances to promote a better public understanding of what problems exist
and what can be done to combat the problems.

(6) Assist in the education and training of state and local law enforcement officials in efforts to control misuse and abuse of controlled substances.
As added by P.L.2-1993, SEC.25. Amended by P.L.215-2001, SEC.86.

IC 16-42-20-9 Research

Sec. 9. The addiction services bureau of the division of mental health and addiction shall encourage research on misuse and abuse of controlled
substances. In connection with the research and in furtherance of the enforcement of laws relating to controlled substances, the bureau may do the following:
(1) Establish methods to assess accurately the effects of controlled substances and identify and characterize those with potential for abuse.
(2) Make studies and undertake programs of research to do the following:
(A) Develop new or improved approaches, techniques, systems, equipment, and devices to strengthen the enforcement of laws relating to controlled
substances.
(B) Determine patterns of misuse and abuse of controlled substances and the social effects of such behavior.
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(C) Improve methods for preventing, predicting, understanding, and dealing with the misuse and abuse of controlled substances.
(3) Enter into contracts with public agencies, postsecondary institutions, and private organizations or individuals for the purpose of conducting research,
demonstrations, or special projects that bear directly on misuse and abuse of controlled substances.
As added by P.L.2-1993, SEC.25. Amended by P.L.215-2001, SEC.87.

IC 16-42-20-10 Contracts for educational and research activities

Sec. 10. The addiction services bureau of the division of mental health and addiction may enter into contracts for educational and research activities without
performance bonds.
As added by P.L.2-1993, SEC.25. Amended by P.L.215-2001, SEC.88.

IC 16-42-20-11 Anonymity of research subjects

Sec. 11. The Indiana board of pharmacy may authorize persons engaged in research on the use and effects of controlled substances to withhold the
names and other identifying characteristics of individuals who are the subjects of the research. Persons who obtain this authorization may not be compelled in
any civil, criminal, administrative, legislative, or other proceeding to identify the individuals who are the subjects of research for which the authorization was
obtained.

As added by P.L.2-1993, SEC.25.

IC 16-42-20-12 Possession and distribution of controlled substances for research purposes
Sec. 12. The Indiana board of pharmacy may authorize the possession and distribution of controlled substances by persons engaged in research. Persons
who obtain this authorization are exempt from state prosecution for possession and distribution of controlled substances to the extent of the authorization.

As added by P.L.2-1993, SEC.25.
(End of Section)
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IC 16-42-21
Chapter 21. Drugs: Drug Samples

IC 16-42-21-1 "Controlled substance" defined

Sec. 1. As used in this chapter, "controlled substance" has the meaning set forth in IC 35-48-1.
As added by P.L.2-1993, SEC.25.

IC 16-42-21-2 "Drug sample" defined

Sec. 2. As used in this chapter, "drug sample" means a legend drug or a controlled substance that is manufactured, packaged, labeled, or otherwise
marketed to be distributed and dispensed without consideration.
As added by P.L.2-1993, SEC.25.

IC 16-42-21-3 "Practitioner" defined
Sec. 3. As used in this chapter, "practitioner" means any of the following:

)
) A dentist licensed to practice dentistry in Indiana.
) A podiatrist licensed to practice podiatry in Indiana.
) A veterinarian licensed to practice veterinary medicine in Indiana.
) An optometrist who is:
(A) licensed to practice optometry in Indiana; and
(B) certified under IC 25-26-3.
(6) An advanced practice nurse licensed and granted the authority to prescribe legend drugs under IC 25-23.
As added by P.L.2-1993, SEC.25.

IC 16-42-21-4 Delivery of drug samples to ultimate user after removal from original packaging or after expiration date; offense

Sec. 4. A person who:
(1) is a manufacturer, wholesaler, practitioner, or pharmacist, or is an employee or agent of a manufacturer, wholesaler, practitioner, or pharmacist; and
(2) either:
(A) knowingly or intentionally removes a drug sample from its original packaging, repackages the drug sample, and delivers the drug sample to an
ultimate user in exchange for money or other property; or
(B) knowingly or intentionally delivers a drug sample to an ultimate user when the expiration date listed by the manufacturer on the drug sample has
passed;
commits a Class B misdemeanor.
As added by P.L.2-1993, SEC.25.
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IC 16-42-22
Chapter 22. Drugs: Generic Drugs

IC 16-42-22-1 "Brand name" defined

Sec. 1. As used in this chapter, "brand name" means the proprietary or trade name selected by the drug manufacturer and placed upon a drug or the drug's
container, label, or wrappings at the time of packaging.
As added by P.L.2-1993, SEC.25.

IC 16-42-22-2 Repealed
(Repealed by P.L.239-1999, SEC.9.)
IC 16-42-22-3 "Customer" defined

Sec. 3. As used in this chapter, "customer" means the individual for whom a prescription is written or electronically transmitted or the individual's
representative.
As added by P.L.2-1993, SEC.25. Amended by P.L. 204-2005, SEC. 8.

IC 16-42-22-4 "Generically equivalent drug product” defined

Sec. 4. (a) As used in this chapter, "generically equivalent drug product” means a multiple source drug product:

(1) that contains an identical quantity of identical active ingredients in the identical dosage forms (but not necessarily containing the same inactive
ingredients) that meet the identical physical and chemical standards in The United States Pharmacopeia (USP) described in IC 16-42-19-2, or its
supplements, as the prescribed brand name drug; and

(2) if applicable, for which the manufacturer or distributor holds either an approved new drug application or an approved abbreviated new drug
application unless other approval by law or of the federal Food and Drug Administration is required.

(b) A drug does not constitute a generically equivalent drug product if it is listed by the federal Food and Drug Administration on or after July 1, 1987, as
having actual or potential bioequivalence problems.
As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.4.

IC 16-42-22-4.5 "Practitioner" defined

Sec. 4.5. As used in this chapter, "practitioner" means any of the following:
(1) A licensed physician.
(2) A dentist licensed to practice dentistry in Indiana.
(3) A podiatrist licensed to practice podiatric medicine in Indiana.
(4) An optometrist who is:
(A) licensed to practice optometry in Indiana; and
(B) certified under IC 25-26-3.
(5) An advanced practice nurse licensed and granted the authority to prescribe legend drugs under IC 25-23.
As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.5.

IC 16-42-22-5 "Substitute" defined
Sec. 5. As used in this chapter, "substitute" means to dispense a generically equivalent drug product in place of the brand name drug product prescribed
by the practitioner.
As added by P.L.2-1993, SEC.25.
IC 16-42-22-5.5 Limitation of effect of chapter

Sec. 5.5. Nothing in this chapter authorizes any substitution other than substitution of a generically equivalent drug product.
As added by P.L.239-1999, SEC.6.

IC 16-42-22-6 Prescription forms

Sec. 6. (a) Each written prescription issued by a practitioner must have two (2) signature lines printed at the bottom of the prescription form, one (1) of
which must be signed by the practitioner for the prescription to be valid. Under the blank line on the left side of the form must be printed the words "Dispense
as written.". Under the blank line on the right side of the form must be printed the words "May substitute.".
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(b) Each electronically transmitted prescription issued by a practitioner must:
(1) have an electronic signature; and
(2) include the electronically transmitted instructions "Dispense as written." or "May substitute.".
As added by P.L.2-1993, SEC.25. Amended by P.L. 204-2005, SEC.9.

IC 16-42-22-7 Repealed
(Repealed by P.L.239-1999, SEC.9.)
IC 16-42-22-8 Requirements for substitution

Sec. 8. (a) For substitution to occur for a prescription other than a prescription filled under the Medicaid program (42 U.S.C. 1396 et seq.), the children's
health insurance program established under IC 12-17.6-2, or the Medicare program (42 U.S.C. 1395 et seq.):
(1) the practitioner must:
(A) sign on the line under which the words "May substitute" appear; or
(B) for an electronically transmitted prescription, electronically transmit the instruction "May substitute."; and
(2) the pharmacist must inform the customer of the substitution.
(b) This section does not authorize any substitution other than substitution of a generically equivalent drug product.
As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.7; P.L.291-2001, SEC.233. Amended by P.L. 204-2005, SEC.10.

IC 16-42-22-9 Transmission of practitioner's instructions to pharmacist

Sec. 9. If the practitioner communicates instructions to the pharmacist orally or electronically, the pharmacist shall:
(1) indicate the instructions in the pharmacist's own handwriting on the written copy of the prescription order; or
(2) record the electronically transmitted instructions in an electronic format.
As added by P.L.2-1993, SEC.25. Amended by P.L. 204-2005, SEC. 11.

IC 16-42-22-10 Substitution prohibited

Sec. 10. (a) If a prescription is filled under the Medicaid program (42 U.S.C. 1396 et seq.), the children's health insurance program established under IC 12-
17.6-2, or the Medicare program (42 U.S.C. 1395 et seq.), the pharmacist shall substitute a generically equivalent drug product and inform the customer of the
substitution if the substitution would result in a lower price unless:

(1) the words "Brand Medically Necessary" are:
(A) written in the practitioner's own writing on the form; or
(B) electronically transmitted with an electronically transmitted prescription; or
(2) the practitioner has indicated that the pharmacist may not substitute a generically equivalent drug product by:
(A) orally stating that a substitution is not permitted; or
(B) for an electronically transmitted prescription, indicating with the electronic prescription that a substitution is not permitted.

(b) If a practitioner orally states that a generically equivalent drug product may not be substituted, the practitioner must subsequently forward to the
pharmacist a written or electronically transmitted prescription with the "Brand Medically Necessary" instruction appropriately indicated in the physician's own
handwriting.

(c) This section does not authorize any substitution other than substitution of a generically equivalent drug product.

As added by P.L.2-1993, SEC.25. Amended by P.L.239-1999, SEC.8; P.L.291-2001, SEC.234. Amended by P.L. 204-2005, SEC.12.

IC 16-42-22-11 Substitution of generic drugs; identification of brand name drug

Sec. 11. If under this section a pharmacist substitutes a generically equivalent drug product for a brand name drug product prescribed by a practitioner, the
prescription container label must identify the brand name drug for which the substitution is made and the generic drug. The identification required under this
subsection must take the form of the following statement on the drug container label, with the generic name and the brand name inserted on the blank lines:

! Generic for "
As added by P.L.2-1993, SEC.25. Amended by P.L.186-1993, SEC.1.

IC 16-42-22-12 Identification of manufacturer or distributor of dispensed drug product on prescription
Sec. 12. The pharmacist shall record on the prescription in writing or in an electronic format for an electronically transmitted prescription the name of the

manufacturer or distributor, or both, of the actual drug product dispensed under this chapter.
As added by P.L.2-1993, SEC.25. Amended by P.L. 204-2005, SEC.13.
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IC 35-43-10
Chapter 10. Legend Drug Deception

IC 35-43-10-1 Definitions

Sec. 1. The definitions in IC 25-26-14 apply throughout this chapter.
As added by P.L.212-2005, SEC.76.

IC 35-43-10-2 Application of chapter

Sec. 2. Except as provided by federal law or regulation, this chapter does not apply to a pharmaceutical manufacturer that is approved by the federal Food
and Drug Administration.
As added by P.L.212-2005, SEC.76.

IC 35-43-10-3 Legend drug deception; penalty

Sec. 3. A person who knowingly or intentionally:
(1) possesses a contraband legend drug;
(2) sells, delivers, or possesses with intent to sell or deliver a contraband legend drug;
(3) forges, counterfeits, or falsely creates a label for a legend drug or falsely represents a factual matter contained on a label of a legend drug; or
(4) manufactures, purchases, sells, delivers, brings into Indiana, or possesses a contraband legend drug;
commits legend drug deception, a Class D felony.
As added by P.L.212-2005, SEC.76.

IC 35-43-10-4 Legend drug deception resulting in death; penalty

Sec. 4. A person:
(1) who knowingly or intentionally manufactures, purchases, sells, delivers, brings into Indiana, or possesses a contraband legend drug; and
(2) whose act under subdivision (1) results in the death of an individual;
commits legend drug deception resulting in death, a Class A felony.
As added by P.L.212-2005, SEC.76.
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IC 25-26-14
Chapter 14. Wholesale Legend Drug Distributors

IC 25-26-14-1 Application of chapter

Sec. 1. (a) This chapter applies to any individual, partnership, limited liability company, corporation, or business firm:
(1) located in or outside Indiana; and
(2) engaging in the wholesale distribution of legend drugs in Indiana.
(b) Except as required by federal law or regulation, the requirements of this chapter do not apply to a manufacturer that is approved by the federal Food
and Drug Administration. However, the board may adopt rules concerning manufacturers that the board considers appropriate and necessary.
(c) The requirements of this chapter do not apply to a medical gas manufacturer or a distributor that only manufactures or distributes medical gases.
As amended by P.L.212-2005, SEC.23.

IC 25-26-14-1.5 "Adulterated" defined

Sec. 1.5. As used in this chapter, "adulterated" refers to a legend drug that:

(1) consists in whole or in part of a filthy, putrid, or decomposed substance;

(2) has been produced, prepared, packed, or held under unsanitary conditions and may have been contaminated or rendered injurious to health;

(3) has been subjected to conditions in the manufacture, processing, packing, or holding of the legend drug that do not conform to current standards of
manufacturing to ensure that the legend drug is safe for use and possesses the identity, strength, quality, and purity characteristics that the legend drug is
represented to possess;

(4) is contained in a container composed of a poisonous or deleterious substance that may render the legend drug injurious to health;

(5) bears or contains, for purposes of coloring only, a color additive that is unsafe;

(6) is of a different strength, quality, or purity from the official compendium standard for the legend drug; or

(7) does not meet the considerations of the federal Food, Drug, and Cosmetic Act.

IC 25-26-14-1.7 "Authenticate" defined

Sec. 1.7. As used in this chapter, "authenticate" means to affirmatively verify before distribution occurs that each transaction that is listed on:
(1) the pedigree of a legend drug; and
(2) other accompanying documentation for a legend drug;
has occurred.

IC 25-26-14-1.8 "Authorized distributor" defined

Sec. 1.8. As used in this chapter, "authorized distributor" means a wholesale drug distributor with which a manufacturer has established an ongoing
relationship to distribute the manufacturer's products. For purposes of this section, an ongoing relationship exists between a wholesale drug distributor,
including any affiliated group (as defined in Section 1504 of the Internal Revenue Code) of which the wholesale distributor is a member, and a manufacturer if
the wholesale drug distributor:

(1) has a written agreement currently in effect with the manufacturer evidencing an ongoing relationship;
(2) is listed on the manufacturer's current monthly updated list of authorized distributors; or
(3) has a verifiable account with the manufacturer and a minimal transaction or volume requirement limit of;
(A) five thousand (5,000) units per company in the previous twelve (12) months; or
(B) twelve (12) purchases at the manufacturer's minimum purchasing requirement per invoice in the previous twelve (12) months.

IC 25-26-14-2 "Blood" defined

Sec. 2. As used in this chapter, "blood" means whole blood collected from a single donor and processed either for transfusion or further manufacturing.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-3 "Blood component" defined

Sec. 3. As used in this chapter, "blood component" means that part of blood separated by physical or mechanical means.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-3.7 "Chain drug warehouse" defined

Sec. 3.7. As used in this chapter, "chain drug warehouse" means a permanent physical location for drugs or devices, or both, that:
(1) is licensed as a wholesale distributor;
(2) acts as a central warehouse; and
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(3) primarily performs intracompany sales and transfers of legend drugs or devices to members of the same affiliated group that is under common
ownership and control.

IC 25-26-14-4 "Board" defined

Sec. 4. As used in this chapter, "board" refers to the Indiana board of pharmacy established under IC 25-26-13-3.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-4.1 "Co-licensed products" defined

Sec. 4.1. As used in this chapter, "co-licensed products” means pharmaceutical products:
(1) that have been approved by the federal Food and Drug Administration; and
(2) concerning which two (2) or more parties have the right to engage in a business activity or occupation concerning the pharmaceutical products.

IC 25-26-14-4.2 "Compendium" defined

Sec. 4.2. As used in this chapter, "compendium” refers to:
(1) the United States Pharmacopoeia;
(2) the Homeopathic Pharmacopoeia of the United States;
(3) the National Formulary;
(4) a drug approved by the federal Food and Drug Administration; or
(5) a supplement to a document specified in subdivision (1), (2), or (3).
IC 25-26-14-4.3 "Contraband" defined

Sec. 4.3. As used in this chapter, "contraband" refers to a legend drug:
(1) that is counterfeit;
(2) that is stolen;
(3) that is misbranded;
(4) that is obtained by fraud;
(5) that is purchased by a nonprofit institution for the nonprofit institution's own use and placed in commerce in violation of the own use agreement for the
legend drug;
(6) for which a required pedigree does not exist; or
(7) for which a pedigree in existence:
(A) has been forged, counterfeited, or falsely created; or
(B) contains any altered, false, or misrepresented information.
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IC 25-26-14-4.4 "Counterfeit" defined

Sec. 4.4. As used in this chapter, "counterfeit" refers to a legend drug, or the container, seal, or labeling of a legend drug, that, without authorization, bears
the trademark, trade name, or other identifying mark or imprint of a manufacturer, processor, packer, or distributor other than the person that manufactured,
processed, packed, or distributed the legend drug.

IC 25-26-14-4.5 "Deliver" defined

Sec. 4.5. As used in this chapter, "deliver" means the actual, constructive, or attempted transfer of a legend drug from
one (1) person to another.

IC 25-26-14-4.6 "Designated representative” defined

Sec. 4.6. As used in this chapter, "designated representative” means an individual who:
(1) is designated by a wholesale drug distributor;
(2) serves as the wholesale drug distributor's responsible individual with the board; and
(3) is actively involved in and aware of the actual daily operation of the wholesale drug distributor.

IC 25-26-14-4.7 "Distribute" defined

Sec. 4.7. As used in this chapter, "distribute” means to sell, offer to sell, deliver, offer to deliver, broker, give away, or transfer a legend drug, whether by
passage of title or physical movement, or both. The term does not include the following:
(1) Dispensing or administering a legend drug.
(2) Delivering or offering to deliver a legend drug by a common carrier in the usual course of business as a common carrier.
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(3) The provision of a legend drug sample to a patient by a:
(A) practitioner;
(B) health care professional acting at the direction and under the supervision of a practitioner; or
(C) hospital's or other health care entity's pharmacy that received the drug sample in accordance with this chapter and other applicable law to
administer or dispense and that is acting at the direction of a practitioner;
licensed to prescribe the legend drug.

IC 25-26-14-5 "Drug sample" defined

Sec. 5. As used in this chapter, "drug sample" means a unit of a legend drug that is not intended to be sold and is intended to promote the sale of the drug.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-6 "Health care entity" defined

Sec. 6. As used in this chapter, "health care entity" means any organization or business that provides diagnostic, medical, surgical, dental treatment, or
rehabilitative care. The term does not include a pharmacy or wholesale drug distributor.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-6.5 "Label" defined
Sec. 6.5. As used in this chapter, "label" means a display of written, printed, or graphic matter on the immediate container of a legend drug.
IC 25-26-14-6.6 "Labeling" defined

Sec. 6.6. As used in this chapter, "labeling" means labels and other written, printed, or graphic matter:
(1) on a legend drug or a legend drug's container or wrapper; or
(2) accompanying a legend drug.

IC 25-26-14-7 "Legend drug" defined

Sec. 7. As used in this chapter, "legend drug" has the meaning set forth in IC 16-18-2-199. The term includes any human drug required by federal law or
regulation to be dispensed only by a prescription, including finished dosage forms and active ingredients subject to 21 U.S.C. 811 through 812. The term
does not include a device or a device component, part, or accessory.

As added by P.L.182-1991, SEC.3. Amended by P.L.2-1993, SEC.147.

IC 25-26-14-8 "Manufacturer" defined

Sec. 8. As used in this chapter, "manufacturer" means a person who is engaged in manufacturing, preparing, propagating, compounding, processing,
packaging, repackaging, or labeling of a legend drug.

IC 25-26-14-8.3 "Misbranded" defined

Sec. 8.3. As used in this chapter, "misbranded" means that a legend drug's label:
(1) is false or misleading;
(2) does not bear the name and address of the manufacturer, packer, or distributor or does not contain an accurate statement of the quantities of
active ingredients of the legend drug;
(3) does not show an accurate monograph for the legend drug; or
(4) does not comply with any other requirements of the federal Food, Drug, and Cosmetic Act.

IC 25-26-14-8.5 "Normal distribution chain of custody" defined

Sec. 8.5. As used in this chapter, "normal distribution chain of custody" means the route that a legend drug travels:

(1) from a manufacturer to a wholesale drug distributor, to a pharmacy, and to a patient or a patient's agent;

(2) from a manufacturer to a wholesale drug distributor, to a chain drug warehouse, to a pharmacy affiliated with the chain drug warehouse, and to a
patient or a patient's agent;

(3) from a manufacturer to a chain drug warehouse, to a pharmacy affiliated with the chain drug warehouse, and to a patient or a patient's agent;

(4) from a manufacturer to a third party logistics provider, to a wholesale drug distributor, to a pharmacy, and to a patient or a patient's agent;

(5) from a manufacturer to a third party logistics provider, to a wholesale drug distributor, to a chain drug warehouse, to a pharmacy affiliated with the
chain drug warehouse, and to a patient or a patient's agent;

(6) from a manufacturer to a third party logistics provider, to a chain drug warehouse, to a pharmacy affiliated with the chain drug warehouse, and to a
patient or a patient's agent; or
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(7) as prescribed by rules adopted by the board.
IC 25-26-14-8.7 "Pedigree" defined

Sec. 8.7. As used in this chapter, "pedigree" means a statement or record in a written or an electronic form that is approved by the board, that:
(1) records each wholesale distribution of a legend drug from the sale by the manufacturer that leaves the normal distribution chain of custody and that
includes information designated by the board through rules for each transaction; or
(2) complies with a legend drug pedigree law or regulation in another state or United States territory that meets the pedigree requirements under this
chapter.
As added by P.L.212-2005, SEC.40.

IC 25-26-14-9 "Person" defined

Sec. 9. As used in this chapter, "person" means an individual, a partnership, a business firm, a limited liability company, a corporation, or another entity,
including a governmental entity.
As added by P.L.182-1991, SEC.3. Amended by P.L.8-1993, SEC.395.

IC 25-26-14-9.2 "Practitioner" defined
Sec. 9.2. As used in this chapter, "practitioner" has the meaning set forth in IC 16-42-19-5.
IC 25-26-14-9.3 "Repackage” defined

Sec. 9.3. As used in this chapter, "repackage" means changing the container, wrapper, quantity, or labeling of a legend drug to further the distribution of
the legend drug.

IC 25-26-14-10 "Sale" defined

Sec. 10. As used in this chapter, "sale" includes purchase, trade, or offer to sell, purchase, or trade.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-10.5 "Third party logistics provider" defined

Sec. 10.5. As used in this chapter, "third party logistics provider" means an entity that:
(1) provides or coordinates warehousing, distribution, or other services on behalf of a manufacturer, but does not take title to the legend drug or have
general responsibility to direct the legend drug's sale or disposition; and
(2) is licensed under this chapter.

IC 25-26-14-11 "Wholesale distribution” defined

Sec. 11. As used in this chapter, "wholesale distribution" means to distribute legend drugs to persons other than a consumer or patient. The term does not
include:

(1) a sale or transfer between a division, a subsidiary, a parent, an affiliated, or a related company under the common ownership and control of a
corporate entity;

(2) the purchase or acquisition by a hospital or other health care entity that is a member of a group purchasing organization of a drug for the hospital's or
health care entity's own use from the group purchasing organization or from other hospitals or health care entities that are members of the organization;

(3) the sale of a drug by a charitable organization described in Section 501(c)(3) of the Internal Revenue Code, to a nonprofit affiliate of the organization
to the extent otherwise permitted by law;

(4) the sale of a drug among hospitals or other health care entities that are under common control;

(5) the sale of a drug for emergency medical reasons, including transfers of legend drugs by a retail pharmacy to another retail pharmacy to alleviate a
temporary shortage, if the gross dollar value of the transfers does not exceed five percent (5%) of the total legend drug sales revenue of either the transferor
or transferee pharmacy during any twelve (12) consecutive month period;

(6) the sale of a drug or the dispensing of a drug pursuant to a prescription;

(7) the distribution of drug samples by manufacturers' representatives or distributors' representatives;

(8) the sale of blood and blood components intended for transfusion;

(9) the sale of a drug by a retail pharmacy to a practitioner (as defined in IC 25-26-13-2) for office use, if the gross dollar value of the transfers does not
exceed five percent (5%) of the retail pharmacy's total legend drug sales during any twelve (12) consecutive months;

(10) the sale of a drug by a retail pharmacy that is ending its business and liquidating its inventory to another retail pharmacy;

(11) drug returns by a hospital, health care entity, or charitable institution conducted under 21 CFR 203.23;

(12) the sale of minimal quantities of drugs by retail pharmacies to licensed practitioners for office use;

(13) the distribution of prescription drugs by the original manufacturer of the finished form of the prescription drug or the distribution of the co-licensed
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products by a partner of the original manufacturer of the finished form of the prescription drug; or
(14) drug returns that meet criteria established by rules adopted by the board.

IC 25-26-14-12 "Wholesale drug distributor" defined

Sec. 12. As used in this chapter, "wholesale drug distributor" means a person engaged in wholesale distribution of legend drugs, including:
(1) manufacturers;
repackers;
own-label distributors;
private-label distributors;
jobbers;
brokers;
warehouses, including manufacturers' and distributors' warehouses, chain drug warehouses, and wholesale drug warehouses;
independent wholesale drug traders;
) retail and hospital pharmacies that conduct wholesale distributions; and
(10) reverse distributors.
The term does not include a common carrier or person hired solely to transport prescription drugs.
As added by P.L.182-1991, SEC.3.
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IC 25-26-14-13 Rules

Sec. 13. The board shall adopt rules under IC 4-22-2 that conform with wholesale drug distributor licensing guidelines adopted by the United States Food
and Drug Administration (21 CFR 205), including rules:
(1) necessary to carry out the purposes of this chapter;
(2) that incorporate and set detailed standards for meeting each of the license prerequisites set forth in this chapter; and
(3) establishing reasonable fees to carry out this chapter.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-14 Accreditation and license for wholesale distribution of legend drugs

Sec. 14 (a) A person may not engage in wholesale distributions of legend drugs without:
(1) after December 31, 2005, obtaining and maintaining accreditation or certification from the National Association of Boards of Pharmacy's Verified
Accredited Wholesale Distributor or an accreditation body approved by the board under subsection (g);
(2) obtaining and maintaining a license issued by the board; and
(3) paying any reasonable fee required by the board.
b) The board may not issue or renew the license of a wholesale drug distributor that does not comply with this chapter.
c) The board shall require a separate license for each facility or location where wholesale distribution operations are conducted.
(d) An agent or employee of any licensed wholesale drug distributor does not need a license and may lawfully possess pharmaceutical drugs when acting
in the usual course of business or employment.
(e) The issuance of a license under this chapter does not affect tax liability imposed by the department of state revenue or the state board of tax
commissioners on any wholesale drug distributor.
(f) The board may adopt rules that permit out-of-state wholesale drug distributors to obtain a license on the basis of reciprocity if:
(1) an out-of-state wholesale drug distributor possesses a valid license granted by another state and the legal standards for licensure in the other state
are comparable to the standards under this chapter; and
(2) the other state extends reciprocity to wholesale drug distributors licensed in Indiana.
However, if the requirements for licensure under this chapter are more restrictive than the standards of the other state, the out-of-state wholesale drug
distributor must comply with the additional requirements of this chapter to obtain a license under this chapter.
(9) The board may adopt rules under IC 4-22-2 to approve an accreditation body to:
(1) evaluate a wholesale drug distributor's operations to determine compliance with:
(A) professional standards;
(B) this chapter; and
(C) any other applicable law; and
(2) perform inspections of each facility and location where wholesale distribution operations are conducted by the wholesale drug distributor.

——

IC 25-26-14-14.5 Pedigree required

Sec. 14.5. After June 30, 2006, a wholesale drug distributor may not accept or deliver a legend drug without a current, accompanying pedigree as required
under section 17 of this chapter.
As added by P.L.212-2005, SEC.47.
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IC 25-26-14-15 Information for grant and renewal of license; surety bond; inspection; reporting change in information

Sec. 15. (a) The board shall require the following minimum information from each wholesale drug distributor as part of the license described in section 14 of
this chapter and as part of any renewal of such license:
(1) The name, full business address, and telephone number of the licensee.
(2) All trade or business names used by the licensee.
(3) Addresses, telephone numbers, and the names of contact persons for all facilities used by the licensee for the storage, handling, and distribution of
legend drugs.
(4) The type of ownership of operation.
(5) The name of each owner and operator of the licensee, including:
(A) if an individual, the name, address, Social Security number, and date of birth of the individual;
(B) if a partnership, the name, address, Social Security number, and date of birth of each partner, and the name of the partnership and federal
employer identification number;
(C) if a corporation:
(i) the name, address, Social Security number, date of birth, and title of each corporate officer and director;
(ii) the corporate names, the name of the state of incorporation, the federal employer identification number, and the name of the parent company, if
any; and
(iii) the name, address, and Social Security number of each shareholder owning ten percent (10%) or more of the voting stock of the corporation,
unless the stock is traded on a major stock exchange and not traded over the counter;
(D) if a limited liability company, the name of each manager and member, the name and federal employer identification number of the limited liability
company, and the name of the state where organized; and
(E) if a sole proprietorship, the full name, address, Social Security number, and date of birth of the sole proprietor and the name and federal employer
identification number of the business entity.
(6) The name, address, and telephone number of the designated representative of each facility.
(7) Additional information concerning record keeping required under this chapter.

(b) The board shall require a wholesale drug distributor to post a surety bond of at least one hundred thousand dollars ($100,000), or an equivalent means
of security acceptable to the board, including insurance, an irrevocable letter of credit, or funds deposited in a trust account or financial institution, to secure
payment of any administrative penalties that may be imposed by the board and any fees and costs that may be incurred by the board and that:

(1) are related to a license held by the wholesale drug distributor;
(2) are authorized under Indiana law; and
(3) the wholesale drug distributor fails to pay less than thirty (30) days after the penalties, fees, or costs become final.
However, a separate surety bond or an equivalent means of security is not required for a separate location or a company of the wholesale drug distributor.

(c) The board may make a claim against a bond or security posted under subsection (b) within one (1) year after the wholesale drug distributor's license is
no longer valid or sixty (60) days after the conclusion of:

(1) an administrative or legal proceeding before or on behalf of the board that involves the wholesale drug distributor and results in penalties, fees, or
costs described in subsection (b); or

(2) an appeal of a proceeding described in subdivision (1);
whichever occurs later.

(d) The board or the board’s designee shall inspect each facility where wholesale distribution operations are conducted before initial licensure and
periodically thereafter in accordance with a schedule determined by the board, but at least one (1) time in each three (3) year period.

(e) A wholesale drug distributor must publicly display or have readily available all licenses and the most recent inspection report administered by the board
or the board’s designee.

(f) A material change in any information in this section must be submitted to the board at the time of license renewal or within thirty (30) days from the date
of the change, whichever occurs first.

IC 25-26-14-15.5 Repealed
Repealed by P.L. 98-2006, SEC.29.
IC 25-26-14-16 Distributor qualifications; criminal history and financial background check

Sec. 16. (a) In reviewing, for purposes of licensure or renewal of a license under this chapter, the qualifications of persons who engage in wholesale
distribution of legend drugs in Indiana, the board shall consider the following factors:
(1) Afinding by the board that the applicant has:
(A) violated a law; or
(B) been disciplined by a regulatory agency for violating a law;
related to drug distribution in any state.
2) A criminal conviction of the applicant.
3) The applicant's past experience in the manufacture or distribution of legend drugs, including controlled substances.
4) The furnishing by the applicant of false or fraudulent material in any application made in connection with drug manufacturing or distribution.
5) Suspension or revocation of any license held by the applicant or the applicant's owner or the imposition of sanctions against the applicant or the
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applicant's owner by the federal or a state or local government for the manufacture or distribution of any drugs, including controlled substances.
(6) Compliance with licensing requirements under previously granted licenses.
(7) Compliance with requirements to maintain and make available to the board or to federal, state, or local law enforcement officials those records
required under this chapter.
(8) Any other factors or qualifications the board considers relevant to the public health and safety, including whether the granting of the license would not
be in the public interest.
(b) In reviewing an application for licensure or renewal of a license under this chapter, the board shall consider the results of criminal history and financial
background checks for:
(1) the designated representative or the most senior individual responsible for facility operations, purchasing, and inventory control;
(2) the supervisor or the designated representative or the most senior individual under subdivision (1); and
(3) principals and owners with more than a ten percent (10%) interest in the wholesale drug distributor, if the wholesale drug distributor is a
nonpublicly held company.
(c) The criminal history and financial background checks conducted under subsection (b) must:
1) be conducted at the applicant's expense;
) include a criminal history for all current and previous states of residence of the applicant;
) include the criminal history in the federal district where the applicant currently resides;
) include information from the previous seven (7) years; and
) be approved by the board.
(d) An applicant shall provide and attest to:
(1) an affirmation that the applicant has not been involved in or convicted of any criminal or prohibited acts; or
(2) a statement providing a complete disclosure of the applicant's past criminal convictions and violations of state and federal laws;
regarding drugs.
As added by P.L.182-1991, SEC.3. As amended by P.L. 212-2005, SEC.50.

(

(2
(3
(4
(5

IC 25-26-14-16.5 Designated representative; application; experience requirement; continuing education

Sec. 16.5. (a) A wholesale drug distributor shall designate in writing on a form prescribed by the board a designated representative for each of the
wholesale drug distributor's facilities licensed under this chapter.

(b) A designated representative shall submit to the board an application prescribed by the board and provide to the board the following:

(1) The date and place of birth of the designated representative.

(2) A list of the occupations, positions of employment, and offices held by the designated representative during the immediately preceding seven (7)
years, including the principal business and address of the organization with which the occupation, position, or office was associated.

(3) A statement concerning whether the designated representative, during the immediately preceding seven (7) years, has been temporarily or
permanently enjoined by a court from violating a state or federal law regulating the possession, control, or distribution of legend drugs, including details of
related events.

(4) A description of any involvement by the designated representative with a business that:

(A) manufactured, administered, prescribed,
distributed, or stored legend drugs; and
(B) was named as a party in a lawsuit;

during the immediately preceding seven (7) years, including investments other than the ownership of stock in a publicly traded company or mutual fund.

(5) A description of any criminal offense of which the designated representative has been convicted, regardless of whether adjudication of guilt was
withheld or whether the designated representative pleaded nolo contendere. If the designated representative indicates that a criminal conviction is under
appeal, the designated representative shall submit to the board:

(A) a copy of the notice of appeal; and
(B) a copy of the final written order of disposition.

(6) A photograph of the designated representative taken within the immediately preceding thirty (30) days under procedures specified by the board.

(7) A list of the name, address, occupation, and date and place of birth of each member of the designated representative's immediate family, including
the designated representative's spouse, children, parents, and siblings, and the spouses of the designated representative's children and siblings. Information
collected under this subdivision is confidential.

(8) Any other information required by the board.

(c) A designated representative must have at least two (2) years of verifiable full-time managerial or supervisory experience in a pharmacy or with a
wholesale drug distributor licensed under this chapter or in another state. The designated representative's responsibilities must have included record keeping,
storage, and shipment of legend drugs.

(d) A designated representative shall not serve as the designated representative for more than one (1) wholesale drug distributor facility at any one (1) time.

(e) A designated representative shall be actively
involved and aware of the actual daily operations of the wholesale drug distributor as follows:

(1) Be employed full time in a managerial position by the wholesale drug distributor.

(2) Be physically present at the wholesale drug distributor's facility during normal business hours, except when absent due to illness, family iliness or
death, scheduled vacation, or another authorized absence.

(3) Be aware of and knowledgeable about all policies and procedures pertaining to the operations of the wholesale drug distributor.

(f) A designated representative must complete continuing education programs specified by the board regarding state and federal law relevant to the
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distribution, handling, and storage of legend drugs.
(9) A third party logistics provider must comply with this subsection until the third party logistics provider has obtained accreditation. A third party logistics
provider must identify to the board a designated representative who is responsible for the facility's compliance with applicable state and federal law. The
designated representative:
(1) may be a corporate employee or officer, outside counsel, or an outside consulting specialist with authority to help ensure compliance;
(2) may be responsible for multiple facilities; and
(3) is not required to be physically present at the facility.

As added by P.L. 212-2005, SEC.51.

IC 25-26-14-16.6 Designated agent; service of process

Sec. 16.6. (a) A wholesale drug distributor that:
(1) is licensed under this chapter;
(2) is located outside Indiana; and
(3) distributes legend drugs in Indiana;
shall designate an agent in Indiana for service of process.

(b) A wholesale drug distributor that does not designate an agent under subsection (a) is considered to have designated the secretary of state to be the
wholesale drug distributor's true and lawful attorney, upon whom legal process may be served in an action or a proceeding against the wholesale drug
distributor arising from the wholesale drug distributor's wholesale distribution operations.

(c) The board shall mail a copy of any service of process to a wholesale drug distributor by certified mail, return receipt requested, postage prepaid, at the
address designated by the wholesale drug distributor on the application for licensure submitted under this chapter.

(d) Service of process on the secretary of state is sufficient in an action or a proceeding against a wholesale drug distributor that is not licensed under this
chapter.

IC 25-26-14-17 Applicant assurances as condition of license

Sec. 17. As a condition for receiving and retaining a wholesale drug distributor license issued under this chapter, an applicant must satisfy the board that
the applicant has and will continuously maintain the following:
(1) Acceptable storage and handling conditions and facilities standards for each facility at which legend drugs are received, stored, warehoused,
handled, held, offered, marketed, or displayed, or from which legend drugs are transported, including:
(A) suitable construction of the facility and appropriate monitoring equipment to ensure that legend drugs in the facility are maintained in accordance
with labeling or in compliance with official compendium standards;
(B) suitable size and construction to facilitate cleaning, maintenance, and proper wholesale distribution operations;
(C) adequate storage areas to provide appropriate lighting, ventilation, temperature, sanitation,
humidity, space, equipment, and security conditions;
(D) a quarantine area for separate storage of legend drugs that are outdated, damaged, deteriorated, misbranded, adulterated, counterfeit, suspected
counterfeit, otherwise unfit for distribution, or contained in immediate or sealed secondary containers that have been opened;
(E) maintenance of the facility in a clean and orderly condition;
(F) maintenance of the facility in a commercial, nonresidential building; and
(G) freedom of the facility from infestation.
(2) Security of each facility from unauthorized entry as follows:
(A) Entry into areas where legend drugs are held is limited to authorized personnel.
(B) Each facility is equipped with a security system that includes:
i) an after hours central alarm or a comparable entry detection capability;
ii) restricted premises access;
iii) adequate outside perimeter lighting;
(iv) safeguards against theft and diversion, including employee theft and theft or diversion facilitated or hidden by tampering with computers or
electronic records; and
(v) a means of protecting the integrity and confidentiality of data and documents and of making the data and documents readily available to the
board and other state and federal law enforcement officials.
(3) A reasonable system of record keeping as follows:
(A) The system describes all the wholesale distributor's activities governed by this chapter for the three (3) year period after the disposition of each
product, and all records are maintained for at least three (3) years after disposition of the legend drug to which the record applies.
(B) The system is reasonably accessible as determined by board rules in any inspection authorized by the board.
(C) The system provides a means to establish and maintain inventories and records of transactions regarding the receipt and distribution or other
disposition of all legend drugs, including the following:
(i) For legend drugs manufactured by a manufacturer for which the wholesale drug distributor is an authorized distributor, a pedigree for each
distributed legend drug that leaves the normal distribution chain of custody, as determined by rules adopted by the board.
(ii) For legend drugs manufactured by a manufacturer for which the wholesale drug distributor is not an authorized distributor, a pedigree for each
distributed legend drug that leaves the normal chain of custody.
(iii) After January 1, 2007, and after consulting with the federal Food and Drug Administration, at the board's discretion, for each legend drug
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received and distributed by the wholesale drug distributor, an electronic pedigree developed in accordance with standards and requirements of the board to
authenticate, track, and trace legend drugs. The standards and requirements of the board may indicate the information required to be part of the electronic
pedigree.

(iv) Dates of receipt and distribution or other disposition of the legend drugs by the wholesale drug distributor.

(v) Availability for inspection and photocopying by any authorized official of a local, state, or federal governmental agency for three (3) years after
the creation date of the inventories and records.

(D) Onsite electronic inventories and records are immediately available for inspection, and records kept at a central location apart from the inspection
site and not electronically retrievable are available for inspection within two (2) working days after a request by an authorized official of a local, state, or
federal governmental agency.

(E) The system maintains an ongoing list of persons with whom the wholesale drug distributor does business.

(F) The system provides for reporting counterfeit or suspected counterfeit legend drugs or counterfeiting or suspected counterfeiting activities to the
board and the federal Food and Drug Administration.

(G) The system provides for mandatory reporting of significant shortages or losses of legend drugs to the board and the federal Food and Drug
Administration, if applicable, if diversion is known or suspected.

(4) Written policies and procedures to which the wholesale drug distributor adheres for the receipt, security, storage, inventory, transport, shipping, and
distribution of legend drugs, and that assure reasonable wholesale distributor preparation for, protection against, and handling of any facility security or
operation problems, including the following:

(A) Facility security or operation problems caused by natural disaster or government emergency.

(B) Correction of inventory inaccuracies.

(C) Product shipping and receiving problems.

(D) Quarantine and return to the manufacturer or destruction in accordance with state and federal law of all outdated products and outdated or expired
legend drugs, including appropriate documentation and witnessing.

(E) Appropriate disposition of returned goods.

(F) Product recalls.

(G) Identifying, recording, and reporting losses or thefts.

(H) Recalls and withdrawals of legend drugs due to:

(i) an action initiated by the federal Food and Drug Administration or another federal, state, or local governmental agency;
(ii) a volunteer action by the manufacturer to remove defective or potentially defective legend drugs from the market; or
(iii) an action undertaken to promote public health and safety by replacing existing merchandise with an improved product or a new package design.

(1) Disposition and destruction of containers, labels, and packaging to ensure that the containers, labels, and packaging are not used in counterfeiting
activities, including necessary documentation and witnessing in accordance with state and federal law.

(J) Investigation of discrepancies in the inventory involving counterfeit, suspected counterfeit, contraband, or suspected contraband legend drugs and
reporting of discrepancies within three (3) business days to the board and any other appropriate state or federal governmental agency.

(K) Reporting of criminal or suspected criminal activities involving the inventory of legend drugs to the board within three (3) business days.

(L) Conducting for cause authentication as required under sections 17.2 and 17.8 of this chapter.

(5) Written policies and procedures and sufficient inspection procedures for all incoming and outgoing product shipments, including the following:

(A) Upon receipt, visual examination of each shipping container in a manner adequate to identify the legend drugs in the container and to determine
whether the legend drugs may be outdated, adulterated, misbranded, contaminated, contraband, counterfeit, suspected counterfeit, damaged, or otherwise
unfit for distribution.

(B) Upon receipt, review of records by the wholesale drug distributor for the acquisition of legend drugs for accuracy and completeness, considering
the:

(i) total facts and circumstances surrounding each transaction involving the legend drugs; and
(ii) wholesale drug distributors involved.

(C) Quarantine of a legend drug considered to be outdated, adulterated, misbranded, contaminated, contraband, counterfeit, suspected counterfeit,
damaged, or otherwise unfit for distribution until:

(i) examination and a determination that the legend drug is not outdated, adulterated, misbranded, contaminated, contraband, counterfeit, damaged,
or otherwise unfit for distribution; or
(ii) the legend drug is destroyed or returned to the manufacturer or wholesale drug distributor from which the legend drug was acquired.

(D) Written policies and procedures to ensure that if the wholesale drug distributor determines that a legend drug is adulterated, misbranded,
counterfeit, or suspected counterfeit, the wholesale drug distributor provides notice of the adulteration, misbranding, counterfeiting, or suspected
counterfeiting to the board, the federal Food and Drug Administration, and the manufacturer or wholesale drug distributor from which the legend drug was
acquired within three (3) business days.

(E) Written policies and procedures to ensure that if the immediate or sealed outer or secondary container or labeling of a legend drug is adulterated,
misbranded, counterfeit, or suspected counterfeit, the wholesale drug distributor:

(i) quarantines the legend drug until the legend drug is destroyed or returned to the manufacturer or wholesale drug distributor from which the
legend drug was acquired; and

(ii) provides notice of the adulteration, misbranding, counterfeiting, or suspected counterfeiting to the board, the federal Food and Drug
Administration, and the manufacturer or wholesale drug distributor from which the legend drug was acquired within three (3) business days.

(F) Written policies and procedures to ensure that a legend drug that has been opened or used, but is not adulterated, misbranded, counterfeit, or
suspected counterfeit, is identified as such and quarantined until the legend drug is destroyed or returned to the manufacturer or wholesale drug distributor
from which the legend drug was acquired.

209



(G) Written policies and procedures to ensure that:

(i) a legend drug that will be returned to a manufacturer or wholesale drug distributor is kept under proper conditions for storage, handling, transport,
and shipment before the return; and

(i) documentation showing that proper conditions were maintained is provided to the manufacturer or wholesale drug distributor to which the legend
drug is returned.

(H) Inspection of each outgoing shipment for identity of the legend drugs and to ensure that the legend drugs have not been damaged in storage or
held under improper conditions.

(1) Written policies and procedures to ensure that if conditions under which a legend drug has been returned to the wholesale drug distributor cast
doubt on the legend drug's safety, identity, strength, quality, or purity, the legend drug is destroyed or returned to the manufacturer or wholesale drug
distributor from which the legend drug was acquired unless examination, testing, or other investigation proves that the legend drug meets appropriate
standards of safety, identity, strength, quality, and purity. In determining whether the conditions under which a legend drug has been returned cast doubt on
the legend drug's safety, identity, strength, quality, or purity, the
wholesale drug distributor considers the conditions under which the legend drug has been held, stored, or shipped before or during the legend drug's return
and the condition of the legend drug and the legend drug's container, carton, or labeling upon receipt of the returned legend drug.

(J) Written policies and procedures to ensure that contraband, counterfeit, or suspected counterfeit legend drugs, other evidence of criminal activity,
and accompanying documentation are retained until a disposition is authorized by the board and the federal Food and Drug Administration.

(K) Written policies and procedures to ensure that any shipping, immediate, or sealed outer or secondary container or labeling, and accompanying
documentation, suspected of or determined to be counterfeit or fraudulent, are retained until a disposition is authorized by the board and the federal Food and
Drug Administration.

(6) Operations in compliance with all federal legal requirements applicable to wholesale drug distribution.

(7) Written policies and procedures to provide for the secure and confidential storage of information with restricted access and to protect the integrity and
confidentiality of the information.

(8) A pedigree as required under this chapter, including an electronic pedigree developed in accordance with standards and requirements of the board
under subdivision (3)(C)(iii).

(9) Appropriate inventory management and control systems to:

(A) prevent; and

(B) allow detection and documentation of;

theft, counterfeiting, or diversion of legend drugs.

(10) If the wholesale drug distributor is involved in
the distribution of controlled substances, registration with the federal Drug Enforcement Administration and the board and compliance with all laws related to
the storage, handling, transport, shipment, and distribution of controlled substances.

(11) Isolation of controlled substances from noncontrolled substances and storage of the controlled substances in a secure area in accordance with
federal Drug Enforcement Administration security requirements and standards.

(12) Technology and equipment that allow the wholesale drug distributor to authenticate, track, and trace legend drugs. The technology and equipment
meet standards set by the board and are used as required by the board to conduct for cause and random tracking, tracing, and authentication of legend
drugs.

(13) Employment, training, and documentation of the training concerning the proper use of the technology and equipment required under subdivision
(12).

(14) Packaging operations in accordance with an official compendium allowing the identification of a compromise in the integrity of the legend drugs due
to tampering or adverse storage conditions.

As added by P.L.182-1991, SEC.3. As amended by P.L.212-2005, SEC.53.

IC 25-26-14-17.2 For cause authentication

Sec. 17.2. (a) A wholesale drug distributor that purchases legend drugs from another wholesale drug distributor and has reason to believe that a legend
drug purchased from the other wholesale drug distributor is counterfeit, suspected counterfeit, misbranded, or adulterated shall conduct a for cause
authentication of each distribution of the legend drug back to the manufacturer.

(b) A wholesale drug distributor that has engaged in the distribution of a legend drug for which a purchasing wholesale drug distributor conducts a for cause
authentication under subsection (a) shall provide, upon request, detailed information regarding the distribution of the legend drug, including the:

(1) date of purchase of the legend drug;

(2) lot number of the legend drug;

(3) sales invoice number of the legend drug; and

(4) contact information, including name, address, telephone number, and electronic mail address of the wholesale drug distributor that sold the legend
drug.

(c) If a wholesale drug distributor conducts a for cause authentication under subsection (a) and is unable to authenticate each distribution of the legend
drug, the wholesale drug distributor shall quarantine the legend drug and report the circumstances to the board and the federal Food and Drug Administration,
if applicable, not more than ten (10) business days after completing the attempted authentication.

(d) If a wholesale drug distributor authenticates the distribution of a legend drug back to the manufacturer under subsection (a), the wholesale drug
distributor shall maintain records of the authentication for three (3) years and shall produce the records for the board and the federal Food and Drug
Administration upon request.

As added by P.L.212-2005, SEC.54.
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IC 25-26-14-17.3 Repealed
Repealed by P.L. 98-2006, SEC.29.
IC 25-26-14-17.8 Purchase from unlicensed wholesale drug distributor; requirements; for cause authentication; random authentication; quarantine

Sec. 17.8. (a) A wholesale drug distributor licensed under this chapter that purchases legend drugs from a wholesale drug distributor that is not licensed
under this chapter shall act with due diligence as required under this section and rules adopted by the board. However, the due diligence requirements of this
section do not apply to purchases from an unlicensed wholesale drug distributor that has obtained accreditation through the National Association of Boards of
Pharmacy’s Verified-Accredited Wholesale Distributors program.

(b) Before the initial purchase of legend drugs from the unlicensed wholesale drug distributor, the licensed wholesale drug distributor shall obtain the
following information from the unlicensed wholesale drug distributor:

(1) Alist of states in which the unlicensed wholesale drug distributor is licensed.

(2) Alist of states into which the unlicensed wholesale drug distributor ships legend drugs.

(3) Copies of all state and federal regulatory licenses and registrations held by the unlicensed wholesale drug distributor.

(4) The unlicensed wholesale drug distributor's most recent facility inspection reports.

(5) Information regarding general and product liability insurance maintained by the unlicensed wholesale drug distributor, including copies of relevant

policies.

(6) A list of other names under which the unlicensed wholesale drug distributor does business or has been previously known.

(7) Alist of corporate officers and managerial employees of the unlicensed wholesale drug distributor.

(8) Alist of all owners of the unlicensed wholesale drug distributor that own more than ten percent (10%) of the unlicensed wholesale drug distributor,
unless the unlicensed wholesale drug distributor is publicly traded.

(9) Alist of all disciplinary actions taken against the unlicensed wholesale drug distributor by state and federal agencies.

(10) A description, including the address, dimensions, and other relevant information, of each facility used by the unlicensed wholesale drug distributor
for legend drug storage and distribution.

(11) A description of legend drug import and export activities of the unlicensed wholesale drug distributor.

(12) A description of the unlicensed wholesale drug distributor's procedures to ensure compliance with this chapter.

(13) A statement:

(A) as to whether; and
(B) of the identity of each manufacturer for which;

the unlicensed wholesale drug distributor is an authorized distributor.

(c) Before the initial purchase of legend drugs from an unlicensed wholesale drug distributor, the licensed wholesale drug distributor shall:

(1) request that the board obtain and consider the results of a national criminal history background check (as defined in IC 10-13-3-12) through the state
police department of all individuals associated with the unlicensed wholesale drug distributor as specified for licensure of a wholesale drug distributor under
section 16(b) of this chapter; and

(2) verify the unlicensed wholesale drug distributor's
status as an authorized distributor, if applicable.

(d) If an unlicensed wholesale drug distributor's facility has not been inspected by the board or the board's agent within three (3) years after a contemplated
purchase described in subsection (a), the licensed wholesale drug distributor shall conduct an inspection of the unlicensed wholesale drug distributor's facility:

(1) before the initial purchase of legend drugs from the unlicensed wholesale drug distributor; and

(2) at least once every three (3) years unless the unlicensed wholesale drug distributor's facility has been inspected by the board, or the board's agent,
during the same period,;
to ensure compliance with applicable laws and regulations relating to the storage and handling of legend drugs. A third party may be engaged to conduct the
site inspection on behalf of the licensed wholesale drug distributor.

(e) At least annually, a licensed wholesale drug distributor that purchases legend drugs from an unlicensed wholesale drug distributor shall ensure that the
unlicensed wholesale drug distributor maintains a record keeping system that meets the requirements of section 17(3) of this chapter.

(f) If a licensed wholesale drug distributor that purchases legend drugs from an unlicensed wholesale drug distributor has reason to believe that a legend
drug purchased from the unlicensed wholesale drug distributor is misbranded, adulterated, counterfeit, or suspected counterfeit, the licensed wholesale drug
distributor shall conduct a for cause authentication of each distribution of the legend drug back to the manufacturer.

(9) An unlicensed wholesale drug distributor that has engaged in the distribution of a legend drug for which a licensed wholesale drug distributor conducts a
for cause authentication under subsection (f) shall provide, upon
request, detailed information regarding the distribution of the legend drug, including the:

(1) date of purchase of the legend drug;

(2) lot number of the legend drug;

(3) sales invoice number of the legend drug; and

(4) contact information, including name, address, telephone number, and any electronic mail address of the unlicensed wholesale drug distributor that
sold the legend drug.

(h) If a licensed wholesale drug distributor conducts a for cause authentication under subsection (f) and is unable to authenticate each distribution of the
legend drug, the licensed wholesale drug distributor shall quarantine the legend drug and report the circumstances to the board and the federal Food and
Drug Administration within ten (10) business days after completing the attempted authentication.
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(i) If a licensed wholesale drug distributor authenticates the distribution of a legend drug back to the manufacturer under subsection (f), the licensed
wholesale drug distributor shall maintain records of the authentication for three (3) years and shall provide the records to the board upon request.

(i) A licensed wholesale drug distributor that purchases legend drugs from an unlicensed wholesale drug distributor shall, at least annually, conduct random
authentications of required pedigrees on at least ten percent (10%) of sales units of distributions of legend drugs that were purchased from unlicensed
wholesale drug distributors.

(k) An unlicensed wholesale drug distributor from which a licensed wholesale drug distributor has purchased legend drugs shall cooperate with the random
authentications of pedigrees under this section and provide requested information in a timely manner.

(1) If a wholesale drug distributor conducts a random authentication under subsection (j) and is unable to
authenticate each distribution of the legend drug, the wholesale drug distributor shall quarantine the legend drug and report the circumstances to the board
and the federal Food and Drug Administration not more than ten (10) business days after completing the attempted authentication.

As added by P.L.212-2005, SEC.56.

IC 25-26-14-17.9 Use of trade or business name

Sec. 17.9. A wholesale drug distributor licensed under this chapter may not use a trade name or business name identical to a trade name or business
name used by an unrelated wholesale drug distributor licensed under this chapter.
As added by P.L.212-2005, SEC.57.

IC 25-26-14-18 Denial of license; review of board action

Sec. 18. (a) Any applicant denied a license or renewal under this chapter has the right of review of the board's action under IC 4-21.5.

(b) An applicant that is denied the accreditation under section 14 of this chapter from an accreditation body that has entered into an agreement with the
board has the right of review of the accreditation body’s decision by the board.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-19 Inspection of premises; recordkeeping

Sec. 19. (a) A person authorized by the board may enter and inspect, during normal business hours, all open premises that appear to be used by a
wholesale drug distributor.

(b) Wholesale drug distributors may keep records regarding purchase and sales transactions at a central location apart from the principal office of the
wholesale drug distributor or the location where the drugs were stored and from which the drugs were shipped, if the records are made available for
inspection within two (2) working days of a request by the board. The records may be kept in any form permissible under federal law applicable to legend
recordkeeping.

As added by P.L.182-1991, SEC.3.

IC 25-26-14-20 Employee qualifications

Sec. 20. A person employed in wholesale distribution must have appropriate education or experience to assume responsibility for positions related to
compliance with licensing requirements.
As added by P.L.182-1991, SEC.3. As amended by P.L.212-2005, SEC.58.

IC 25-26-14-21 Renewal of licenses; lapsed licenses

Sec. 21. (a) A wholesale drug distributor license expires at midnight of the renewal date specified by the Indiana professional licensing agency under IC 25-
1-5-4 in each even-numbered year.

(b) The board shall mail renewal application forms to each licensed wholesale drug distributor before the first day of the month before the month in which
the license expires. If an application for renewal has not been filed and the required fee paid before the license expiration date, the wholesale drug distributor
license shall lapse and become void.

(c) A lapsed license may be reinstated only by meeting the requirements under IC 25-1-8-6.

(d) A wholesale drug distributor may not be open for business after the license has lapsed, until the renewal is completed.

As added by P.L.182-1991, SEC.3. Amended by P.L.269-2001, SEC.26.

IC 25-26-14-21.5 Prohibitions; sanctions

Sec. 21.5. (a) A person may not perform, cause the performance of, or aid the performance of the following:
(1) The manufacture, repackaging, sale, delivery, holding, or offering for sale of a legend drug that is adulterated, misbranded, counterfeit, suspected
counterfeit, or is otherwise unfit for distribution.
(2) The adulteration, misbranding, or counterfeiting
of a legend drug.
(3) The receipt of a legend drug that is adulterated, misbranded, stolen, obtained by fraud or deceit, counterfeit, or suspected counterfeit, and the
delivery or proffered delivery of the legend drug for pay or otherwise.
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(4) The alteration, mutilation, destruction, obliteration, or removal of the whole or a part of the labeling of a legend drug or the commission of another act
with respect to a legend drug that results in the legend drug being misbranded.
(5) Forging, counterfeiting, simulating, or falsely representing a legend drug using a mark, stamp, tag, label, or other identification device without the
authorization of the manufacturer.
(6) The purchase or receipt of a legend drug from a person that is not licensed to distribute legend drugs to the purchaser or recipient.
(7) The sale or transfer of a legend drug to a person that is not authorized under the law of the jurisdiction in which the person receives the legend drug
to purchase or receive legend drugs from the person selling or transferring the legend drug.
(8) Failure to maintain or provide records as required under this chapter.
(9) Providing the board, a representative of the board, or a state or federal official with false or fraudulent records or making false or fraudulent
statements regarding a matter related to this chapter.
(10) The wholesale distribution of a legend drug that was:
(A) purchased by a public or private hospital or other health care entity;
(B) donated or supplied at a reduced price to a charitable organization; or
(C) stolen or obtained by fraud or deceit.
(11) Obtaining or attempting to obtain a legend drug
by fraud, deceit, misrepresentation, or engaging in fraud, deceit, or misrepresentation in the distribution of a legend drug.
(12) Failure to obtain, authenticate, or provide a required pedigree.
(13) The receipt of a legend drug through wholesale distribution without first receiving a required pedigree attested to as accurate and complete by the
wholesale drug distributor.
(14) Distributing a legend drug that was previously dispensed by a retail pharmacy or distributed by a practitioner.
(15) Failure to report an act prohibited by this section.
(b) The board may impose the following sanctions if, after a hearing under IC 4-21.5-3, the board finds that a person has violated subsection (a):
(1) Revoke the wholesale drug distributor's license issued under this chapter if the person is a wholesale drug distributor.
(2) Assess a civil penalty against the person. A civil penalty assessed under this subdivision may not be more than ten thousand dollars ($10,000) per
violation.

IC 25-26-14-22 Violations of chapter; license revocation; penalties

Sec. 22. (a) The board, upon a showing of a violation of this chapter, may revoke, suspend, or limit a license issued under this chapter after a proceeding
under IC 4-21.5.

(b) After a proceeding under IC 4-21.5, the board may assess a civil penalty against a licensed wholesale drug distributor of not more than one thousand
dollars ($1,000) for each occurrence. If the licensed wholesale drug distributor fails to pay the civil penalty within the time specified by the board, the board
may suspend the license without additional proceedings.

As added by P.L.182-1991, SEC.3.

IC 25-26-14-23 Purchase from unlicensed person; offense

Sec. 23. A person that knowingly purchases or receives a legend drug from any source other than a person licensed under this chapter, including a
wholesale distributor, manufacturer, pharmacy distributor, or pharmacy commits a Class A misdemeanor. A subsequent unrelated violation of this section is a
Class D felony.

As added by P.L.182-1991, SEC.3.

IC 25-26-14-24 Injunction

Sec. 24. (a) Upon application by the board, a circuit or superior court may grant an injunction, a restraining order, or other order to enjoin a person from
offering to engage or engaging in the performance of any practices for which a permit or license is required by any applicable federal or state law including
this chapter, upon a showing that the practices were or are likely to be performed or offered to be performed without a permit or license.

(b) An action brought under this section must be commenced either in the county where the conduct occurred or is likely to occur or in the county where the
defendant resides.

(c) An action brought under this section is in addition to any other penalty provided by law and may be brought concurrently with other actions to enforce
this chapter.

As added by P.L.182-1991, SEC.3.

IC 25-26-14-25 Refusal of inspection; offense
Sec. 25. A wholesale drug distributor that fails to allow an authorized person to enter and inspect a facility as provided in section 19 of this chapter commits

a Class A misdemeanor. However, the offense is a Class D felony if the person has a prior unrelated conviction for an offense under this section.
As added by P.L.182-1991, SEC.3.
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IC 25-26-14-26 Offenses

Sec. 26. (a) A person who knowingly or intentionally engages in the wholesale distribution of a legend drug without a license issued under this chapter
commits a Class D felony.
(b) A person who engages in the wholesale distribution of a legend drug and:
(1) who, with intent to defraud or deceive:
(A) fails to obtain or deliver to another person a complete and accurate required pedigree concerning a legend drug before:
(i) obtaining the legend drug from another person; or
(ii) transferring the legend drug to another person; or
(B) falsely swears or certifies that the person has authenticated any documents related to the wholesale distribution of legend drugs;
(2) who knowingly or intentionally:
(A) destroys, alters, conceals, or fails to maintain a complete and accurate required pedigree concerning a legend drug in the person's possession;
(B) purchases or receives legend drugs from a person not authorized to distribute legend drugs in wholesale distribution;
(C) sells, barters, brokers, or transfers a legend drug to a person not authorized to purchase the legend drug in the jurisdiction in which the person
receives the legend drug in a wholesale distribution;
(D) forges, counterfeits, or falsely creates a pedigree;
(E) falsely represents a factual matter contained in a pedigree; or
(F) fails to record material information required to be recorded in a pedigree; or
(3) who:
(A) possesses a required pedigree concerning a legend drug;
(B) knowingly or intentionally fails to authenticate the matters contained in the pedigree as required; and
(C) distributes or attempts to further distribute the legend drug;
commits a Class D felony.
As added by P.L.182-1991, SEC.3.

IC 25-26-14-27 Offenses
Sec. 27. A wholesale drug distributor that fails to comply with the conditions and requirements described in section 17, 17.2, 17.8, 17.9, or 20

of this chapter commits a Class D felony.
As added by P.L.182-1991, SEC.3. As amended by P.L.212-2005,SEC.61.
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ARTICLE 3. WHOLESALE LEGEND DRUGS
Rule 1. Definitions

856 IAC 3-1-1 Definitions
Authority: IC 25-26-14-13
Affected: IC 25-26-14

Sec. 1. All terms which are defined in IC 25-26-14 shall have the same meanings as they are so defined when used in this article. (Indiana Board of
Pharmacy; 856 IAC 3-1-1; filed Jun 26, 1992, 5:00 p.m.: 15 IR 2460; readopted filed Jun 12, 2001, 2:17 p.m.: 24 IR 3823)

856 IAC 3-1-2 “Chain drug warehouse” defined
Authority: IC 25-26-14-13
Affected: IC 25-26-14

Sec. 2. As used in IC 25-26-14 and in this article, “chain drug warehouse” means a permanent physical location for drugs or devices, or both, that:
(1) is licensed as a wholesale distributor;
(2) acts as a central warehouse; and
(3) primarily performs intracompany sales and transfers of legend drugs or devices to chain pharmacies that are members of the same affiliated group
under common ownership and control.
(Indiana Board of Pharmacy; 856 IAC 3-1-2)

856 IAC 3-1-3 “Statement” defined
Authority: IC 25-26-14-13
Affected: IC 25-26-14

Sec. 3. “Statement” means the specific unit of the specific legend drug that was purchased directly from the manufacturer. (Indiana Board of Pharmacy;
856 IAC 3-1-3)

Rule 2. Licensing and Operational Requirements

856 IAC 3-2-1 Persons required to register (Repealed)
Authority: IC 25-26-14-13
Affected: IC 25-26-14

Sec. 1. (Repealed by Indiana Board of Pharmacy)

856 IAC 3-2-2 Fees
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14

Sec. 2. (a) The fee for original licensure and biennial renewal shall be one hundred dollars ($100) for in-state applicants. The fee for original licensure
and biennial renewal shall be one hundred dollars ($100) for out-of-state applicants.

(b) Licensure fees shall be paid at the time when the application for licensure or renewal of a license is filed. (Indiana Board of Pharmacy; 856 IAC 3-2-2;
filed Jun 26, 1992, 5:00 p.m.: 15 IR 2461; errata filed Aug 24, 1992, 9:00 a.m.: 16 IR 66; filed Jun 6, 1996, 9:00 a.m.: 19 IR 3107; readopted filed Oct 17,
2001, 3:30 p.m.: 25 IR 941)

856 IAC 3-2-3 Application forms; renewal forms
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14

Sec. 3. (a) Applications for licensure may be obtained by writing to the Indiana Board of Pharmacy, Indiana Professional Licensing Agency, 402 West
Washington Street, Room W072, Indianapolis, Indiana 46204.

(b) Wholesale drug distributor licenses shall expire on September 30 of each even-numbered year. Applications for renewal shall be mailed to the
licensee. (Indiana Board of Pharmacy; 856 IAC 3-2-3; filed Jun 26, 1992, 5:00 p.m.: 15 IR 2461; errata filed Aug 24, 1992, 9:00 a.m.: 16 IR 66; readopted
filed Jun 12, 2001, 2:17 p.m.: 24 IR 3823)

856 IAC 3-2-4 Inspection and review of application

Authority: IC 25-26-14-13
Affected: IC 25-26-14-17; IC 25-26-14-19
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Sec. 4. The board may inspect, or cause to be inspected, the establishment of an applicant or licensee pursuant to IC 25-26-14-19. The board shall review
the application for licensure and other information regarding an applicant to determine whether the applicable standards of IC 25-26-14-17 have been met by
the applicant. (Indiana Board of Pharmacy; 856 IAC 3-2-4; filed Jun 26, 1992, 5:00 p.m.: 15 IR 2461; readopted filed Jun 12, 2001, 2:17 p.m.: 24 IR 3823)

856 IAC 3-2-5 Wholesale drug distributor license
Authority: IC 25-26-14-13
Affected: IC 25-26-14

Sec. 5. (a) The board shall issue a wholesale drug distributor license to applicants that qualify under IC 25-26-14.

(b) The wholesale drug distributor license shall contain the name, address, and license number of the licensee, the amount of fee paid, and the expiration
date of the license. The licensee shall maintain the wholesale drug distributor license in a readily retrievable manner and shall permit inspection of the license
by any official, agent, or employee of the board. (Indiana Board of Pharmacy; 856 IAC 3-2-5; filed Jun 26, 1992, 5:00 p.m.: 15 IR 2461; readopted filed Jun
12, 2001, 2:17 p.m.: 24 IR 3823)

856 IAC 3-2-6 Termination of licensure; transfer of license
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14; IC 25-26-14-15

Sec. 6. (a) The license of any person shall terminate if and when such person dies or ceases legal existence. Any licensee who ceases legal existence or
discontinues business shall notify the board within ten (10) days of such fact in writing.

(b) No license or any authority conferred thereby shall be assigned or otherwise transferred except to the extent allowed by IC 25-26-14-15, and then only
pursuant to the written consent of the board. (Indiana Board of Pharmacy; 856 IAC 3-2-6; filed Jun 26, 1992, 5:00 p.m.: 15 IR 2461; readopted filed Jun 12,
2001, 2:17 p.m.: 24 IR 3823)

856 IAC 3-2-7 Reciprocity (Repealed)
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14

Sec. 7. (Repealed by Indiana Board of Pharmacy)

856 IAC 3-2-8 Minimum conditions for licensure, renewal, and operations (Repealed)
Authority: IC 25-26-14-13
Affected: IC 25-26-14-17

Sec. 8. (Repealed by Indiana Board of Pharmacy)
Rule 3. Accreditation

856 IAC 3-3-1 Board-approved accreditation body
Authority: IC 25-26-14-13; IC 25-26-14-14
Affected: IC 25-26-14-14

Sec. 1. The National Association of Boards of Pharmacy’s Verified-Accredited Wholesale Distributors (VAWD) program shall do the following:
(1) Evaluate a wholesale drug distributor’s operations to determine compliance with the following:
(A) Industry standards.
(B) IC 25-26-14.
(C) This title.
(D) Any other applicable law.
(2) Perform inspections of each facility and location where wholesale distribution operations are conducted by the wholesale drug distributor.
(3) Ensure that the information obtained during accreditation remains confidential and privileged.
(4) Adhere to other requirements set by the board or the Indiana professional licensing agency.
(Indiana Board of Pharmacy; 856 IAC 3-3-1)

856 IAC 3-3-2 Accreditation for new applicants
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14

Sec. 2. For licenses issued after December 31, 2005, applicants for licensure as wholesale drug distributors shall obtain the accreditation from the National

Association of Boards of Pharmacy’s Verified-Accredited Wholesale Distributors (VAWD) program before issuance of licensure. (Indiana Board of Pharmacy;
856 IAC 3-3-2)
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856 IAC 3-3-3 Accreditation for existing license holders
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14

Sec. 3. For licenses issued before January 1, 2006, license holders shall obtain the accreditation from the National Association of Boards of Pharmacy’s
Verified-Accredited Wholesale Distributors (VAWD) program before renewal of licensure on September 30, 2006. (Indiana Board of Pharmacy; 856 IAC 3-3-3)

Rule 4. Pedigrees

856 IAC 3-4-1 Pedigrees; contents
Authority: IC 25-26-14-8.7; IC 25-26-14-13
Affected: IC 25-26-14

Sec. 1. A pedigree for each legend drug shall contain the following information:
(1) The legend drug proprietary and established name.
) The container size of the legend drug.
) The number of containers.
) The dosage form.
) The dosage strength.
) Lot/control numbers with expiration dates.
) The name of the manufacturer and repackager, if applicable, of the finished legend drug product.
) The name, address, and telephone number of each entity involved in the chain of the legend drug’s custody.
) The name and address of each person certifying delivery or receipt of the legend drug.
0) The sales invoice number.
1) The dates of each transaction, including manufacturer, delivery, and receipt.
2) A certification that each recipient has authenticated the pedigree, back to the manufacturer.
(13) A certification from the licensed entity that the information contained on the pedigree is true.
(Indiana Board of Pharmacy; 856 IAC 3-4-1)
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856 IAC 3-4-2 Pedigrees; approved formats
Authority: IC 25-26-14-8.7; IC 25-26-14-13
Affected: IC 25-26-14

Sec. 2. The pedigree format:
(1) shall include the contents described in section 1 of this rule; and
(2) may be subject to the approval of the board.
(Indiana Board of Pharmacy; 856 IAC 3-4-2)

Rule 5. Normal Distribution Chain of Custody

856 IAC 3-5-1 Authorized distributor to authorized distributor transaction; pedigree requirement
Authority: IC 25-26-14-8.5; IC 25-26-14-13
Affected: IC 25-26-14-17

Sec. 1. For purposes of IC 25-26-14 and this article, within the normal distribution chain of custody, an authorized distributor that receives a legend drug
directly from the manufacturer, or from the manufacturer’s third party logistics provider, may sell the legend drug to a pharmacy, chain drug warehouse, or
practitioner or one (1) other authorized distributor of the manufacturer that sells the legend drug directly to a pharmacy, chain drug warehouse, or practitioner
without passing a pedigree if the invoice or accompanying document for the transaction includes a statement that the product was purchased directly from:

(1) the manufacturer; or
(2) an authorized distributor of the manufacturer who purchased the product directly from the manufacturer.
(Indiana Board of Pharmacy; 856 IAC 3-5-1)

856 IAC 3-5-2 Chain drug warehouses in the normal distribution chain of custody
Authority: IC 25-26-14-8.5; IC 25-26-14-13
Affected: IC 25-26-14-1.8; IC 25-26-14-17

Sec. 2. As used in IC 25-26-14 and in this article, chain drug warehouses that are distributing to their affiliated pharmacies or warehouses are not required
to:
(1) be recognized as an authorized distributor, as defined in IC 25-26-14-1.8, for the normal distribution chain of custody to apply; or
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(2) within the normal distribution chain of custody, pass a pedigree to or between their affiliated pharmacies or warehouses.
(Indiana Board of Pharmacy; 856 IAC 3-5-2)

856 IAC 3-5-3 Entities within the normal distribution chain custody
Authority: IC 25-26-14-8.5; IC 25-26-14-13
Affected: IC 25-26-14-17

Sec. 3. All entities, other than manufacturers approved by the Food and Drug Administration, within the normal distribution chain of custody shall be
located and licensed within the United States or its territories. (Indiana Board of Pharmacy; 856 IAC 3-5-3)

856 IAC 3-5-4 Applicability of normal distribution chain of custody
Authority: IC 25-26-14-8.5; IC 25-26-14-13
Affected: IC 25-26-14-17

Sec. 4. Normal distribution chain of custody applies to the following:
(1) Physical movement of the legend drug.
(2) Its passage of title.
(Indiana Board of Pharmacy; 856 IAC 3-5-4)

Rule 6. Drug Returns

856 IAC 3-6-1 Drug returns; pedigree requirement
Authority: IC 25-26-14-11; IC 25-26-14-13
Affected: IC 25-26-14-17

Sec. 1. The returns or exchanges of saleable legend drugs, received by the wholesale distributor as provided by this article, are not subject to the
pedigree requirements under IC 25-26-14 and 856 IAC 3-4. Wholesale distributors are responsible for the following:
(1) Policing the returns process.
(2) Maintaining operations that are designed against the entry of an adulterated or counterfeit product into distribution.
(Indiana Board of Pharmacy; 856 IAC 3-6-1)

Rule 7. Authentications
856 IAC 3-7-1 Authentication
Authority: IC 25-26-14-13

Affected: IC 25-26-14

Sec. 1. Manufacturers shall cooperate in the process of authentication, as defined in IC 25-26-14. (Indiana Board of Pharmacy; 856 IAC 3-7-1)
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IC 25-26-16
Chapter 16. Drug Regimens

IC 25-26-16-1 "Protocol" defined

Sec. 1. As used in this chapter, "protocol" means the policies, procedures, and protocols of a hospital listed IC 16-18-2-161(a)(1) concerning the
adjustment of a patient's drug regimen by a pharmacist.
As added by P.L.114-1996, SEC.2.

IC 25-26-16-2 Adjustment

Sec. 2. For purposes of this chapter, a pharmacist adjusts a drug regimen if the pharmacist:
(1) changes the duration of treatment for a current drug therapy;
(2) adjusts a drug's strength, dosage form, frequency of administration, or route of administration;
(3) discontinues the use of a drug; or
(4) adds a drug to the treatment regimen.
As added by P.L.114-1996, SEC.2.

IC 25-26-16-3 Protocol upon hospital admission

Sec. 3. (a) At the time of admission to a hospital that has adopted a protocol under this chapter, the following apply:

(1) The admitting practitioner shall signify in writing in the form and manner prescribed by the hospital whether the protocol applies in the care and
treatment of the patient.

(2) A pharmacist may adjust the drug therapy regimen of the patient pursuant to the:

(A) written authorization of the admitting practitioner under subdivision (1); and
(B) protocols of the hospital.

The pharmacist shall review the appropriate medical records of the patient to determine whether the admitting practitioner has authorized the use of a
specific protocol before adjusting the patient's drug therapy regimen. The admitting practitioner may at any time modify or cancel a protocol by entering the
modification or cancellation in the patient's medical record.

(b) Notwithstanding subsection (a)(2), if a protocol involves parenteral nutrition of the patient, the pharmacist shall communicate with the admitting
practitioner to receive approval to begin the protocol. The authorization of the admitting practitioner to use the protocol shall be entered immediately in the
patient's medical record, if required by the protocol.

As added by P.L.114-1996, SEC.2.

IC 25-26-16-4 Minimum protocol requirements

Sec. 4. (a) This section applies to a pharmacist who is practicing in a hospital:
(1) that is listed in IC 16-18-2-161(a)(1); and
(2) in which the pharmacist is supervised by a physician as required under the protocols of the facility that are developed by health care professionals,
including physicians, pharmacists, and registered nurses.

(b) The protocols developed under this chapter must at a minimum require that the medical records of the patient are available to both the patient's
practitioner and the pharmacist and that the procedures performed by the pharmacist relate to a condition for which the patient has first seen a physician or
other licensed practitioner.

As added by P.L.114-1996, SEC.2.

IC 25-26-16-5 Implementation, revision, or renewal of protocol

Sec. 5. If a hospital or private mental health institution elects to implement, revise, or renew a protocol under this chapter, the governing board of the
hospital or private mental health institution shall consult with that facility's medical staff, pharmacists, and other health care providers selected by the
governing board. However, the governing board is the ultimate authority regarding the terms, implementation, revision, and renewal of the protocol.
As added by P.L.114-1996, SEC.2.
IC 25-26-16-6 Modification of written protocol

Sec. 6. Except for the addition or deletion of authorized practitioners and pharmacists, a modification to written protocols requires the initiation of a new
protocol.
As added by P.L.114-1996, SEC.2.
IC 25-26-16-7 Annual review

Sec. 7. A protocol of a health care facility developed under this chapter must be reviewed at least annually.
As added by P.L.114-1996, SEC.2.

IC 25-26-16-8 Documentation
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Sec. 8. Documentation of protocols must be maintained in a current, consistent, and readily retrievable manner. A pharmacist is required to document
decisions made under this chapter in a manner that shows adequate, consistent, and regular communication with an authorizing practitioner. After making
an adjustment or a change to the drug regimen of a patient, the pharmacist shall immediately enter the change in the patient's medical record.

As added by P.L.114-1996, SEC.2.

IC 25-26-16-9 Confidentiality; liability
Sec. 9. (a) This chapter does not modify the requirements of other statutes relating to the confidentiality of medical records.

(b) This chapter does not make any other licensed health care provider liable for the actions of a pharmacist carried out under this section.
As added by P.L.114-1996, SEC.2.
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IC 25-26-16.5
Chapter 16.5. Drug Regimens in Health Facilities

IC 25-26-16.5-1 Application
Sec. 1. This chapter applies to a health facility licensed under IC 16-28.
IC 25-26-16.5-2 “Attending Physician”

Sec. 2. (a) As used in this chapter, "attending physician" means a physician licensed under IC 25-22.5 who is responsible for the ongoing health care of
an individual who resides in a health facility.

(b) The medical director of a health facility to which the individual is admitted may not serve as the individual's attending physician unless the medical
director meets the requirements set forth in subsection (a).

IC 25-26-16.5-3 “Protocol”

Sec. 3. As used in this chapter, "protocol" means a policy, procedure, or protocol of a health facility concerning the adjustment of a patient's drug regimen
as allowed under this chapter by a pharmacist licensed under this article.

IC 25-26-16.5-4 “Therapeutic Alternative”

Sec. 4. As used in this chapter, "therapeutic alternative" means a drug product that:
(1) has a different chemical structure from;
(2) is of the same pharmacological or therapeutic class as; and
(3) usually can be expected to have similar therapeutic effects and adverse reaction profiles when administered to patients in therapeutically equivalent
doses as;
another drug.

IC 25-26-16.5-5 Adjustment of a drug regimen by a pharmacist

Sec. 5. For purposes of this chapter, a pharmacist adjusts a drug regimen if the pharmacist:

(1) changes the duration of treatment for a current drug therapy;

(2) adjusts a drug's strength, dosage form, frequency of administration, or route of administration;
(3) discontinues the use of a drug; or

(4) adds a drug to the treatment regimen.

==

IC 25-26-16.5-6 Attending physician’s duty to determine whether a protocol adopted by a hospital applies to a specific patient

Sec. 6. At the time an individual is admitted to a health facility that has adopted a protocol under this chapter, the individual's attending physician shall
signify in writing in the form and manner prescribed by the health facility whether the protocol applies in the care and treatment of the individual.

IC 25-26-16.5-7 Authority of a pharmacist to adjust a drug regimen

Sec. 7. (a) A pharmacist may adjust the drug therapy regimen of the individual under:
(1) the written authorization of the individual's attending physician under section 6 of this chapter;
(2) the health facility's protocols; and
(3) this chapter.
(b) The pharmacist shall review the appropriate medical records of the individual to determine whether the attending physician has authorized the use of a
specific protocol before the pharmacist adjusts the individual's drug therapy regimen.
(c) Notwithstanding subsection (a), if a protocol involves parenteral nutrition of the patient, the pharmacist shall communicate with the attending physician
to receive approval to begin the protocol. The pharmacist shall document the authorization of the attending physician to use the protocol immediately in the
individual's medical record.

IC 25-26-16.5-8 Drug regimen review committee

Sec. 8. If a health facility elects to implement, revise, or renew a protocol under this chapter, the health facility shall establish a drug regimen review
committee consisting of:
(1) the health facility's medical director;
(2) the health facility's director of nursing; and
(3) a consulting pharmacist licensed under this article;
for the implementation, revision, or renewal of a protocol.

IC 25-26-16.5-9 Modification of written protocol requires new protocol; exception
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Sec. 9. Except for the addition or deletion of authorized physicians and pharmacists, a modification to a written protocol requires the initiation of a new
protocol.

IC 25-26-16.5-10 Basis and review of protocol

Sec. 10. (a) A protocol of a health facility developed under this chapter must be:
(1) based on clinical considerations; and
(2) reviewed by the health facility's drug regimen committee at least quarterly.
(b) A protocol of a health facility developed under this chapter may not:
(1) prohibit the attending physician from approving only specific parts of a protocol; or
(2) provide for an adjustment to an individual's drug regimen for the sole purpose of achieving a higher reimbursement for the substituted drug therapy
than what would have been received for the original drug therapy ordered by the attending physician.

IC 25-26-16.5-11 Required elements of a protocol

Sec. 11. A protocol developed under this chapter must include the following:
(1) The identification of:
(A) the individual whose drug regimen may be adjusted;
(B) the attending physician who is delegating the authority to adjust an individual's drug regimen; and
(C) the pharmacist who is authorized to adjust the individual's drug regimen.
(2) The attending physician's diagnosis of the individual's:
(A) condition; or
(B) disease state;
whose drug regimen may be adjusted.
(3) A statement regarding:
(A) the types and:
(i) categories; or
(ii) therapeutic classifications;
of medication, including the specific therapeutic alternatives that may be substituted for a drug prescribed by a physician;
(B) the minimum and maximum dosage levels within the types and:
(i) categories; or
(ii) therapeutic classifications;
of medications described in clause (A);
(C) the dosage forms;
(D) the frequency of administration;
(E) the route of administration;
(F) the duration of the administration of the drug regimen and any adjustment to the drug regimen; and
(G) exceptions to the application of the drug regimen or the adjustment to the drug regimen;
for which the pharmacist may adjust the individual's drug regimen.
(4) A requirement that:
(A) the individual's medical records be available to both the individual's attending physician and the pharmacist; and
(B) the procedures performed by the pharmacist relate to a disease or condition for which the patient has been under the attending physician's
medical care.

IC 25-26-16.5-12 Protocols must comply with certain Medicaid requirements

Sec. 12. A protocol developed under this chapter that is implemented for a Medicaid recipient must comply with any statutes, regulations, and procedures
under the state Medicaid program relating to the preferred drug list established under IC 12-15-35-28.

IC 25-26-16.5-13 Duration of authorization of therapeutic alternatives

Sec. 13. If a protocol developed under this chapter allows a pharmacist to substitute a therapeutic alternative for the drug prescribed by the individual's
attending physician, the attending physician's authorization of the substitution is valid only for the duration of the prescription or drug order.

IC 25-26-16.5-14 Unauthorized therapeutic alternatives prohibited

Sec. 14. This chapter does not allow a pharmacist to substitute a therapeutic alternative for the drug prescribed by the individual's attending physician
unless the substitution is authorized by the attending physician under a valid protocol under this chapter.

IC 25-26-16.5-15 Attending physician’s duty to review an implemented protocol
Sec. 15. The individual's attending physician:

(1) shall review a protocol approved and implemented for a patient of the physician at the physician's next visit to the health facility, and at each
subsequent visit of the physician to the health facility; and
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(2) may at any time modify or cancel a protocol by entering the modification or cancellation in the individual's medical record.

IC 25-26-16.5-16 Protocol documentation required
Sec. 16. (a) Documentation of protocols must be maintained in a current, consistent, and readily retrievable manner.

(b) After making an adjustment to an individual's drug regimen, the pharmacist shall immediately document the adjustment in the patient's medical record.

(c) The pharmacist shall notify the individual's attending physician of an adjustment at least one (1) business day before the adjustment is made.
IC 25-26-16.5-17 Confidentiality; liability

Sec. 17. (a) This chapter does not modify the requirements of other statutes relating to the confidentiality of medical records.

(b) This chapter does not make any other licensed health care provider or pharmaceutical manufacturer liable for the actions of a pharmacist carried out
under this section.

(c) A physician who approves the use of a protocol under this chapter and a pharmacist who adjusts a drug regimen of a patient pursuant to a protocol
under this chapter do not violate IC 25-22.5-1-2(d).
IC 25-26-16.5-18 Pharmacist subject to discipline for violations

Sec. 18. A pharmacist who violates this chapter is subject to discipline under IC 25-1-9.
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IC 25-26-17
Chapter 17. Nonresident Pharmacies

IC 25-26-17-1 "Board" defined

Sec. 1. For purposes of this chapter, "board" means the Indiana board of pharmacy.
As added by P.L.183-1997, SEC.1.

IC 25-26-17-2 "Nonresident pharmacy" defined

Sec. 2. For purposes of this chapter, "nonresident pharmacy" means a pharmacy located outside Indiana that dispenses drugs or devices through the
United States Postal Service or other delivery services to patients in Indiana.
As added by P.L.183-1997, SEC.1.

IC 25-26-17-3 Registration; required information; fee

Sec. 3. A nonresident pharmacy must register with the board. To register with the board, a nonresident pharmacy must submit the following to the board:

(1) A verified statement that the nonresident pharmacy is licensed, certified, or registered to operate in the state in which the pharmacy is located.

(2) The location, names, and titles of all principal corporate officers and pharmacists who are dispensing drugs to residents of Indiana. This disclosure
must be made on an annual basis. The nonresident pharmacy must notify the board within thirty (30) days after any change of office location, corporate
officer, or pharmacist in charge.

(3) A verified statement that the nonresident pharmacy complies with all lawful requests for information from the regulatory or licensing agency of all
states in which it is licensed.

(4) Information requested and deemed necessary by the board to carry out this chapter.

(5) The fee required by IC 25-1-8 which shall be reasonable and not exceed the costs to the board.

As added by P.L.183-1997, SEC.1.

IC 25-26-17-4 Duties of nonresident pharmacies

Sec. 4. A nonresident pharmacy must:
(1) comply with all requests for information made by the board;
(2) respond directly to all communications from the board concerning emergency circumstances arising from errors in the dispensing of drugs to the
residents of Indiana;
(3) maintain records of drugs dispensed to patients in Indiana in @ manner making those records readily retrievable and identifiable from the other
business records of the pharmacy;
and
(4) provide a toll-free telephone service that:
(A) facilitates communications between a patient in Indiana and a pharmacist with access to the patient's records;
(B) is attended by a pharmacist with access to a patient's records during the nonresident pharmacy's regular business hours, but not less than six (6)
days per week and not less than forty (40) hours per week; and
(C) has the toll-free telephone number displayed on a label affixed to each container of dispensed drugs.
As added by P.L.183-1997, SEC.1.

IC 25-26-17-4.5 Internet pharmacy accreditation

Sec. 4.5. A nonresident pharmacy that dispenses more than twenty-five percent (25%) of the pharmacy's total prescription volume as a result of an
original prescription order received or solicited through the Internet:
(1) must be accredited:
(A) through the National Association of Boards of Pharmacy's Verified Internet Pharmacy Practice Sites (VIPPS); or (B) under a program that is
substantially similar to the program under clause (A) and that has been approved by the board; and
(2) shall obtain and display a seal of approval for:
(A) the National Association of Boards of Pharmacy; or
(B) the substantially similar program described in subdivision (1)(B);
anywhere that the nonresident pharmacy advertises.

IC 25-26-17-5 Grounds for denial, suspension, or revocation of registration
Sec. 5. The board may deny, revoke, or suspend the registration of a nonresident pharmacy for:
(1) failing to comply with sections 3, 4, 4.5, and 6 of this chapter; or
(2) conduct that causes serious bodily or psychological harm to a customer who lives in Indiana or purchased drugs from the nonresident pharmacy
while in Indiana, if the board reports the matter to the pharmacy regulatory or licensing agency in the state in which the nonresident pharmacy is located.
As added by P.L.183-1997, SEC.1.

IC 25-26-17-6 Compliance with laws and rules of domicile state required

224



Sec. 6. A nonresident pharmacy registered under this chapter must comply with the laws and rules of the state in which it is domiciled.
As added by P.L.183-1997, SEC.1.

IC 25-26-17-7 Waiver of registration requirements
Sec. 7. The board may waive the registration requirements of this chapter for a nonresident pharmacy that only dispenses drugs to Indiana in limited

transactions.
As added by P.L.183-1997, SEC.1.
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IC 25-26-18
Chapter 18. Mail Order and Internet Based Pharmacies

IC 25-26-18-1 "Mail order or Internet based pharmacy" defined

Sec. 1. As used in this chapter, "mail order or Internet based pharmacy" means a pharmacy that is located in Indiana or is a nonresident pharmacy (as
defined in IC 25-26-17-2) that dispenses prescription drugs:
(1) through the United States Postal Service or other delivery services; or
(2) after receiving a request for prescription drugs through the Internet;
to patients in Indiana.
As added by P.L.231-1999, SEC.17.

IC 25-26-18-2 Compliance with laws required
Sec. 2. A mail order or Internet based pharmacy shall comply with the following:
(1) The licensure laws of the state in which the mail order or Internet based pharmacy is domiciled.

(2) The drug substitution laws of Indiana.
As added by P.L.231-1999, SEC.17.
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IC 25-26-19
Chapter 19. Regulation of Pharmacy Technicians

IC 25-26-19-1 "Board"

Sec. 1. As used in this chapter, "board" refers to the Indiana board of pharmacy established by IC 25-26-13-3.
As added by P.L.251-2003, SEC.3

iC 25-26-19-2 "Pharmacy technician"

Sec. 2. As used in this chapter, "pharmacy technician" means an individual who:
(1) works under the direct supervision of a pharmacist licensed under this article; and
(2) performs duties to assist a pharmacist in activities that do not require the professional judgment of a pharmacist.
As added by P.L.251-2003, SEC.3.

IC 25-26-19-3 "Pharmacy technician in training"

Sec. 3. As used in this chapter, "pharmacy technician in training" means a person who is enrolled in a training program for pharmacy technicians
prescribed by the board.
As added by P.L.251-2003, SEC.3.

IC 25-26-19-4 Adoption of rules

Sec. 4. (a) The board may adopt rules under IC 4-22-2 to:
(1) implement and enforce this chapter;
(2) set fees under IC 25-1-8; and
(3) establish education and training requirements for certification to practice as a pharmacy technician.
(b) The board shall:
(1) establish standards for the competent practice of pharmacy technicians; and
(2) subject to IC 4-21.5, IC 25-1-7, and IC 25-1-9, conduct proceedings on any matter under the jurisdiction of the board.
As added by P.L.251-2003, SEC.3.

IC 25-26-19-5 Qualification for pharmacy technician certificate

Sec. 5. (a) The board shall issue a pharmacy technician certificate to an individual who:
(1) applies to the board in the form and manner prescribed by the board;
(2) is at least eighteen (18) years of age;
(3) has not been convicted of a crime that has a direct bearing upon the individual's ability to practice competently;
(4) is not in violation of this chapter or rules adopted by the
board under section 4 of this chapter;
(5) has paid the fee set by the board under section 4 of this chapter; and
(6) has completed a program of education and training approved by the board or has passed a certification examination offered by a nationally
recognized certification body approved by the board.
(b) For good cause, the board may waive the age requirement under subsection (a)(2).
As added by P.L.251-2003, SEC.3.

IC 25-26-19-6 Qualification for pharmacy technician in training permit

Sec. 6. (a) The board shall issue a pharmacy technician in training permit to an individual who:
(1) applies to the board in the form and manner prescribed by the board;
(2) is at least eighteen (18) years of age;
(3) has not been convicted of a crime that has a direct bearing upon the individual's ability to practice competently;
(4) is not in violation of this chapter or rules adopted by the board under section 4 of this chapter; and
(5) has applied for certification under section 5 of this chapter.
(b) An applicant:
(1) may work as a pharmacy technician in training without a permit for not more than thirty (30) consecutive days after the applicant files an application
under this section;
(2) shall provide the applicant's employer with a receipt issued by the board that:
(A) provides the date an application under this section was filed; and
(B) indicates that the fee has been paid;
before the applicant may begin work as a pharmacy technician in training; and
(3) may request an additional thirty (30) day period to practice as a pharmacy technician in training without a permit. The board may approve a request
under this subdivision if the board determines that the extension is for good cause.
(c) A pharmacy technician in training permit expires on the earliest of the following:
(1) The date the permit holder is issued a pharmacy technician certificate under this chapter.
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(2) The date the board disapproves the permit holder's application for a pharmacy technician certificate under this chapter.
(3) The date the permit holder ceases to be enrolled in good standing in a pharmacy technician training program approved by the board. The
graduation of a permit holder from a pharmacy technician program does not cause the permit to expire under this subdivision.
(4) Sixty (60) days after the date that the permit holder successfully completes a program approved by the board.
(5) Twelve (12) months after the date of issuance.
(d) For good cause, the board may waive the age requirement in subsection (a)(2).
As added by P.L.251-2003, SEC.3.

IC 25-26-19-7 Expiration of pharmacy technician certificate; renewal fee; reinstatement of pharmacy technician certificate

Sec. 7. (a) A pharmacy technician certificate expires on a date set by the Indiana professional licensing agency in each even-numbered year.

(b) An application for renewal of a pharmacy technician certificate must be accompanied by the appropriate fee.

(c) If a person fails to renew a pharmacy technician certificate, the certificate may be reinstated by meeting the requirements under IC 25-1-8-6.

(d) The board may require a person who applies for a certificate under subsection (c) to appear before the board and explain the reason why the person
failed to renew a pharmacy technician certificate.
As added by P.L.251-2003, SEC.3.

IC 25-26-19-8 Prohibited activities of a certified pharmacy technician

Sec. 8. A certified pharmacy technician may not perform the following activities:
(1) Providing advice or consultation with the prescribing practitioner or other licensed health care provider regarding the patient or the interpretation and
application of information contained in the prescription or drug order, medical record, or patient profile.
(2) Providing advice or consultation with the patient regarding the interpretation of the prescription or the application of information contained in the
patient profile or medical record.
(3) Dispensing prescription drug information to the patient.
(4) Final check on all aspects of the completed prescription and assumption of the responsibility for the filled prescription, including the appropriateness
of the drug for the patient and the accuracy of the:
(A) drug dispensed;
(B) strength of the drug dispensed; and
(C) labeling of the prescription.
(5) Receiving a new prescription drug order over the telephone or electronically unless the original information is recorded so a pharmacist may review
the prescription drug order as transmitted.
(6) Any activity required by law to be performed only by a pharmacist.
(7) Any activity that requires the clinical judgment of a pharmacist and is prohibited by a rule adopted by the board.
As added by P.L.251-2003, SEC.3.

IC 25-26-19-9 Specific violations

Sec. 9. (a) An individual may not practice as a pharmacy technician unless the individual is certified under this chapter.

(b) An individual may not act as a pharmacy technician in training unless the individual has obtained a permit under this chapter or the individual is acting
as a pharmacy technician in training during the period permitted under section 6(b) of this chapter.

(c) An individual who knowingly violates this section commits a Class D felony.
As added by P.L.251-2003, SEC.3.

IC 25-26-19-10 Injunctions

Sec. 10. (a) If an individual violates this chapter, the attorney general, the board, or the prosecuting attorney of the county in which the individual violates
this chapter may maintain an action in the name of the state to enjoin the individual from continued violation of this chapter.

(b) An injunction issued under this section does not relieve an individual person from criminal prosecution but is in addition to any remedy provided under
criminal law.
As added by P.L.251-2003, SEC.3.
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IC-25-26-20
Chapter 20. Regional Drug Repository Program

IC 25-26-20-1 Definitions

Sec. 1. The definitions in IC 25-26-13-2 apply throughout this chapter.

IC 25-26-20-2 "Nonprofit health clinic"

Sec. 2. As used in this chapter, "nonprofit health clinic" means any of the following:
(1) A federally qualified health center (as defined in 42 U.S.C. 1396d(1)(2)(B)).

2) A rural health clinic (as defined in 42 U.S.C. 1396d(1)(1)).
3) A nonprofit health clinic that provides medical care to patients who are indigent, uninsured, or underinsured.

——

IC 25-26-20-3 Voluntary regional drug repository program to collect and redistribute drugs to nonprofit health clinics

Sec. 3. (a) The board may organize a voluntary regional drug repository program to collect and redistribute drugs to nonprofit health clinics.
(b) The board may enter into a voluntary agreement with any of the following to serve as a regional drug repository:

1) A pharmacist or pharmacy.

2) A wholesale drug distributor.

3) A hospital licensed under IC 16-21.

4) A health care facility (as defined in IC 16-18-2-161).

5) A nonprofit health clinic.

(c) A regional drug repository may not receive compensation for participation in the program.

(
(
(
(
(

IC 25-26-20-4 Donations of unadulterated drugs; exceptions

Sec. 4. (a) Except as provided in subsections (b) and (c), unadulterated drugs that meet the requirements set forth in IC 25-26-13-25(j) may be donated
without a prescription or drug order to the regional drug repository program by the following:
(1) A pharmacist or pharmacy.
A wholesale drug distributor.
A hospital licensed under IC 16-21.
A health care facility (as defined in IC 16-18-2-161).
A hospice.
A practitioner.
(b) An unadulterated drug that:
(1) was returned under IC 25-26-13-25; and
(2) was prescribed for a Medicaid recipient;
may not be donated under this section unless the Medicaid program has been credited for the product cost of the drug as provided in policies under the
Medicaid program.
(c) A controlled drug may not be donated under this section.
Amended by PL.204-2005, SEC. 19.

===
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IC 25-26-20-5 Sale of donated drug prohibited; Medicaid recipients and participants in state funded prescription drug plan ineligible

Sec. 5. (a) A drug that is given by a regional drug repository to a nonprofit health clinic may not be:
(1) sold; or
(2) given to a patient, except upon a practitioner's prescription or drug order.
(b) An individual who is eligible to participate in:
(1) the state Medicaid program under IC 12-15; or
(2) a program that:
(A) provides a prescription drug benefit; and
(B) is funded in whole or in part by state funds;
is not eligible to receive a drug donated under the voluntary regional drug repository program organized under section 3 of this chapter.

IC 25-26-20-6 Inmunity

Sec. 6. (a) The following are not subject to liability under IC 34-20-2-1:

(1) A person or entity who donates a drug to a regional drug repository program under this chapter in accordance with rules adopted by the board under
section 7 of this chapter.

(2) A non-profit health clinic or practitioner who accepts or dispenses a drug under the regional drug repository program in accordance with rules
adopted by the board under section 7 of this chapter.

(3) A regional drug repository that distributes a drug under the program in accordance with rules adopted by the board under section 7 of this chapter.

(b) Except in cases of negligence or willful misconduct by the manufacturer, a drug manufacturer is not subject to liability under IC 34-20-2-1 for a claim

arising from a drug that is donated, accepted, or dispensed under this chapter to the user or the consumer.
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IC 25-26-20-7 Adoption of rules

Sec. 7. The board may adopt rules under IC 4-22-2 to:
(1) establish standards and procedures for accepting, storing, and dispensing drugs donated under this chapter;
(2) establish the types of drugs that may be donated; and
(3) administer this chapter.
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IC 25-26-21
Chapter 21. Home Medical Equipment Services Providers

IC 25-26-21-1 "Board"
Sec. 1. As used in this chapter, "board" refers to the Indiana board of pharmacy established by IC 25-26-13-3.
IC 25-26-21-2 "Home medical equipment"

Sec. 2. (a) As used in this chapter, "home medical equipment" means equipment that
(1) is prescribed by a health care provider;
(2) sustains, restores, or supplants a vital bodily function; and
(3) is technologically sophisticated and requires individualized adjustment or regular maintenance.
(b) The term does not include the following:
1) Walkers.
2) Ambulatory aids.
3) Commodes.
4) Any other home medical equipment determined by the board in rules adopted under section 7 of this chapter.

(
(
(
(

IC 25-26-21-3 "Home medical equipment services"

Sec. 3. As used in this chapter, "home medical equipment services" means the:
(1) sale, rental, delivery, or installation; and
(2) installation, maintenance, and instruction in the use;
of medical equipment used by an individual that allows the individual to reside in a noninstitutional environment.

IC 25-26-21-4 "Provider"

Sec. 4. As used in this chapter, "provider" means a person engaged in the business of providing home medical equipment services to an unrelated
individual in the individual's residence.

IC 25-26-21-5 Application of chapter

Sec. 5. (a) This chapter does not apply to the following:
(1) A home health agency (as defined in IC 16-27-1-2) that does not sell, lease, or rent home medical equipment.
(2) A hospital licensed under IC 16-21-2 that:
(A) provides home medical equipment services only as an integral part of patient care; and
(B) does not provide home medical equipment services through a separate business entity.
A manufacturer or wholesale distributor that does not sell, lease, or rent home medical equipment directly to a consumer.
Except as provided under subsection (b), a practitioner (as defined in IC 25-1-9-2) who does not sell, lease, or rent home medical equipment.
A veterinarian licensed under IC 15-5-1.1.
A hospice program (as defined in IC 16-25-1.1-4) that does not sell, lease, or rent home medical equipment.
A health facility licensed under IC 16-28 that does not sell, lease, or rent home medical equipment.
A provider that:
(A) provides home medical equipment services within the scope of the licensed provider's professional practice;
(B) is otherwise licensed by the state; and
(C) receives annual continuing education that is documented by the provider or the licensing entity.
(9) An employee of a person licensed under this chapter.
(b) A pharmacist licensed in Indiana or a pharmacy that holds a permit issued under IC 25-26 that sells, leases, or rents home medical equipment:
(1) is not required to obtain a license under this chapter; and
(2) is otherwise subject to the:
(A) requirements of this chapter; and
(B) requirements established by the board by rule under this chapter.

(3)
(4)
(5)
(6)
(7)
(8)

IC 25-26-21-6 License application; requirements

Sec. 6. (a) A person seeking to provide home medical equipment services in Indiana shall apply to the board for a license in the manner prescribed by
the board.
(b) A provider shall do the following:
(1) Comply with:
(A) federal and state law; and
(B) regulatory requirements;
for home medical equipment services.
(2) Maintain a physical facility and medical equipment inventory in Indiana.
(3) Purchase and maintain in an amount determined by the board:
(A) product liability insurance; and
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(B) professional liability insurance;
and maintain proof of the insurance coverage.
(4) Establish procedures to ensure that an employee or a contractor of the provider who is engaged in the following home medical equipment activities
receives annual training:
(A) Delivery.
(B) Orientation of a patient in the use of home medical equipment.
(C) Reimbursement assistance.
(D
(E
(F

)

)

) Maintenance.

) Repair.

) Cleaning and inventory control.

(G) Administration of home medical equipment services.

e provider shall maintain documentation of the annual training received by each employee or contractor.
Maintain clinical records on a customer receiving home medical equipment services.

Establish home medical equipment maintenance and personnel policies.

Provide home medical equipment emergency maintenance services available twenty-four (24) hours a day.
Comply with the rules adopted by the board under this chapter.

—
=

IC 25-26-21-7 Rules

Sec. 7. (a) The board may adopt rules under IC 4-22-2 to do the following:
(1) Specify home medical equipment that is or is not to be regulated under this chapter.
2) Set standards for the licensure of providers.
3) Govern the safety and quality of home medical equipment services that are provided to customers.
4) Specify the amount of insurance coverage required under section 6(b)(3) of this chapter.
5) Set reasonable fees for the application, issuance, and renewal of a license under this chapter and set other fees permitted under IC 25-1-8.
(b) The board may consult with individuals engaged in the home medical equipment services business to advise the board on the formulation of rules
under subsection (a). The individuals may not be compensated or reimbursed for mileage by the board.

(
(
(
(

IC 25-26-21-8 License required; form; notification; renewal; reciprocity

Sec. 8. (a) A provider must be licensed by the board before the provider may provide home medical equipment services. If a provider provides home
medical equipment services from more than one (1) location in Indiana, the provider must obtain a license under this chapter for each location.
(b) An applicant shall submit the application to the board on a form adopted by the board. The nonrefundable application fee set by the board must be
submitted with the application. The fee must be deposited in the state general fund.
(c) If the board determines that the applicant:
(1) meets the standards set forth by the board; and
(2) has satisfied the requirements under this chapter and the requirements established by the board by rule;
the board shall notify the applicant in writing that the license is being issued to the applicant. The license is effective on the applicant's receipt of the written
notification.
(d) A license issued under this chapter expires biennially on a date established by the agency under IC 25-1-5-4. An entity that is licensed under this
chapter shall display the license or a copy of the license on the licensed premises.
(e) A license lapses without any action by the board if an application for renewal has not been filed and the required fee has not been paid by the
established biennial renewal date.
(f) If a license under this chapter has been expired for not more than three (3) years, the license may be reinstated by the board if the holder of the license
meets the requirements of IC 25-1-8-6(c).
(9) If a license under this chapter has been expired for more than three (3) years, the license may be reinstated by the board if the holder of the license
meets the requirements for reinstatement under IC 25-1-8-6(d).
(h) The board may adopt rules that permit an out-of-state provider to obtain a license on the basis of reciprocity if:
(1) the out-of-state provider possesses a valid license granted by another state;
(2) the legal standards for licensure in the other state are comparable to the standards under this chapter; and
(3) the other state extends reciprocity to providers licensed in Indiana.
However, if the requirements for licensure under this chapter are more restrictive than the standards of the other state, the out-of-state provider must comply
with the additional requirements of this chapter to obtain a reciprocal license under this chapter.
As added by P.L.122-2005, SEC.1.

IC 25-26-21-9 Inspections; report; appeal; inspectors; confidential information

Sec. 9. (a) The board may inspect the operations and facilities of an applicant for a license under this chapter to determine whether to issue the applicant a
license.
(b) The board may conduct random inspections at any time for the following reasons:
(1) To ensure the integrity and effectiveness of the licensing process.
(2) To investigate a consumer complaint or a complaint by a qualified source as identified by the board.
(3) To ensure continuing compliance with the licensing requirements under this chapter.
(c) The board shall provide the provider a report of the board's findings after the board completes an investigation under this section.
(d) A provider that disputes the report in subsection (c) may file an appeal under IC 4-21.5 with the board not later than thirty (30) days after receipt of the
report. The board shall review the inspection report and, upon the provider's request, conduct a new inspection.
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(e) The board shall employ qualified inspectors to investigate complaints and conduct inspections. Investigators may review and audit records under an
investigation or inspection during the inspected facility's normal business hours at the place of business of the provider being investigated.
(f) The board and the board's employees may not disclose confidential information obtained during an investigation except:
(1) during a disciplinary hearing held under section 10 of this chapter; or
(2) under a court order.

IC 25-26-21-10 Discipline

Sec. 10. The board may discipline the holder of a license under IC 25-1-9 after a hearing or for any of the following reasons:

(1) Violation of this chapter or violation of a rule established by the board.

(2) Violation of a board order.

(3) Failure to meet the standards set forth in section 6(b) of this chapter.

(4) The conviction or plea of guilty for a felony or misdemeanor that:

(A) involves fraud or deceit; or

(B) is directly related to providing home medical equipment services.

(5) Negligence or gross misconduct in providing home medical equipment services.

(6) The aid, assistance, or willful allowance of another person in violating a provision under this chapter or a rule adopted by the board.
(7) Failure to provide information within sixty (60) days in response to a written request from the board.
(8)
9

==

The engagement in conduct that is likely to deceive, defraud, or harm the public.
) Denial, revocation, suspension, or restriction of a license in another state or jurisdiction to provide home medical equipment services for a reason
other than the failure to renew the license.
(10) The receipt of a fee, commission, rebate, or other form of compensation for services not rendered.
(11) Knowingly making or filing false records, reports, or billings in the course of providing home medical equipment services, including false records,
reports, or billings prepared for or submitted to state or federal agencies or departments.
(12) Failure to comply with federal rules issued under the federal Medicare program (42 U.S.C. 1395 et seq.) relating to operations, financial
transactions, and general business practices of home medical equipment services providers.

IC 25-26-21-11 Penalties

Sec. 11. (a) A person who engages in the business of home medical equipment services and who:
(1) is required to be licensed under this chapter; and
(2) knowingly provides home medical equipment services without a license issued under this chapter;
commits a Class A misdemeanor.
(b) Each day a violation of this section continues constitutes a separate offense.
(c) The board may, in the name of the state and through the
attorney general, apply in a court to enjoin a person from providing home medical equipment services in violation of this chapter.
As Added by P.L. 122-2005, SEC.1.
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IC 25-26-22
Chapter 22. Pharmacy Audits

IC 25-26-22-1 Definitions applicable to chapter

Sec. 1. The definitions contained in IC 25-26-13-2 apply throughout this chapter.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-2 "Audit"

Sec. 2. As used in this chapter, "audit" means an audit of a pharmacy:
(1) on behalf of a third party payer; and
(2) related to a particular claim made by the pharmacy to the third party payer.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-3 "Extrapolation audit"

Sec. 3. As used in this chapter, "extrapolation audit" means an audit of a sample of claims submitted by a pharmacy to a third party payer, the results of
which are used to estimate audit results for a larger group of unaudited claims submitted by the pharmacy to the third party payer.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-4 Audit compliance

Sec. 4. An audit must be conducted in compliance with this chapter.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-5 Audit requirements

Sec. 5. An auditor conducting an audit shall comply with all of the following:

(1) The contract under which the audit is performed must provide a description of audit procedures that will be followed.

(2) For an onsite audit conducted at a pharmacy's location, the auditor that conducts the audit shall provide written notice to the pharmacy at least two
(2) weeks before the initial onsite audit is performed for each audit cycle.

(3) The auditor shall not interfere with the delivery of pharmacist services to a patient and shall use every effort to minimize inconvenience and
disruption to pharmacy operations during the audit. This subdivision does not prohibit audits during normal business hours of the pharmacy.

(4) If the audit requires use of clinical or professional judgment, the audit must be conducted by or in consultation with a licensed pharmacist.

(5) The auditor shall allow the use of written or otherwise transmitted hospital, physician, or other health practitioner records to validate a pharmacy
record with respect to a prescription for a legend drug.

(6) The auditor shall perform the audit according to the same standards and parameters that the auditor uses to audit all other similarly situated
pharmacies on behalf of the third party payer.

(7) The period covered by the audit must not exceed twenty-four (24) months after the date on which the claim that is the subject of the audit was
submitted to or adjudicated by the third party payer, and the pharmacy must be permitted to resubmit electronically any claims disputed by the audit. This
subdivision does not limit the period for audits under the Medicaid program that are conducted due to a federal requirement.

(8) The audit must not be initiated or scheduled during the first five (5) calendar days of any month without the voluntary consent of the pharmacy. The
consent may not be mandated by a contract or any other means.

(9) Payment to the on-site auditor for conducting the audit must not be based on a percentage of any amount recovered as a result of the audit.

As added by P.L.7-2009, SEC.1.

IC 25-26-22-6 Written audit reports

Sec. 6. Following an audit, the auditor shall provide to the pharmacy written audit reports as follows:
(1) The auditor shall deliver a preliminary audit report to the pharmacy not later than ninety (90) days after the audit is concluded.
(2) The auditor shall provide with the preliminary audit report a written appeal procedure for the pharmacy to follow if the pharmacy desires to appeal a
finding contained in the preliminary audit report.
(3) The auditor shall deliver a final audit report to the pharmacy not later than one hundred twenty (120) days after:
(A) the preliminary audit report is received by the pharmacy; or
(B) if an appeal is filed, a final appeal determination is made;
whichever is later.
(4) Each audit report must be signed by the auditor and a pharmacist participating in the audit.
(5) The auditor shall provide a copy of the final audit report to the third party payer.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-7 Clerical errors; fraud; recoupment of payment

Sec. 7. (a) A clerical error related to or contained in a document that is necessary to the conduct of an audit does not constitute fraud without proof of
intent to commit fraud.
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(b) A clerical error that results in inappropriate payment of a claim by the third party payer may result in recoupment of any inappropriately made payment.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-8 Overpayment and underpayment audit findings

Sec. 8. An audit finding of an overpayment or underpayment of a claim:
(1) must be based on an actual overpayment or underpayment; and
(2) may not be based on a projection that is based on the number of:
(A) patients who:
(i) have similar diagnoses; and
(ii) are served by the pharmacy; or
(B) prescriptions for or refills of similar legend drugs that are dispensed by the pharmacy.
As added by P.L.7-2009, SEC.1.

IC 25-26-22-9 Audit report; distribution; interest accrual
Sec. 9. (a) A final audit report must first be distributed before recoupment of funds may be made based on an audit finding of overpayment or
underpayment.
(b) Except for audits conducted under the Medicaid program, interest on funds described in subsection (a) does not accrue during the audit period.
As added by P.L.7-2009, SEC.1.
IC 25-26-22-10 Prohibition of extrapolation audits for calculating recoupments or penalties
Sec. 10. The results of an extrapolation audit may not be used by an auditor as a basis for calculating overpayment or underpayment recoupments or
penalties.
As added by P.L.7-2009, SEC.1.
IC 25-26-22-11 Application of chapter for investigative audits
Sec. 11. This chapter does not apply to an investigative audit conducted for purposes of determining whether fraud, willful misrepresentation, or alleged

serious abuse has occurred.
As added by P.L.7-2009, SEC.1.
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IC 25-1-9
Chapter 9. Health Professions Standards of Practice

IC 25-1-9-1 “Board” defined

Sec. 1. As used in this chapter, "board" means any of the following:
(1) Board of chiropractic examiners (IC 25-10-1).
State board of dentistry (IC 25-14-1).
Indiana state board of health facility administrators (IC 25-19-1).
Medical licensing board of Indiana (IC 25-22.5-2).
Indiana state board of nursing (IC 25-23-1).
Indiana optometry board (IC 25-24).
Indiana board of pharmacy (IC 25-26).
Board of podiatric medicine (IC 25-29-2-1).
Board of environmental health specialists (IC 25-32).
) Speech-language pathology and audiology board (IC 25-35.6-2).
) State psychology board (IC 25-33).
) Indiana board of veterinary medical examiners (IC 15-5-1.1).
) Indiana physical therapy committee (IC 25-27-1).
) Respiratory care committee (IC 25-34.5).
) Occupational therapy committee (IC 25-23.5).
) Behavioral health and human services licensing board (IC 25-23.6).
) Physician assistant committee (IC 25-27.5).
) Indiana athletic trainers board (IC 25-5.1-2-1).
) Indiana dietitians certification board (IC 25-14.5-2-1).
(20) Indiana hypnotist committee (IC 25-20.5-1-7).
As added by P.L.152-1988, SEC.1. Amended by P.L.242-1989, SEC.7; P.L.238-1989, SEC.7; P.L.186-1990, SEC.7; P.L.48-1991, SEC.20; P.L.227-1993,
SEC.7; P.L.33-1993, SEC.14; P.L.213-1993, SEC.4, P.L.1-1994, SEC.122; P.L.124-1994, SEC.6; P.L.175-1997, SEC.6; P.L.147-1997, SEC.10; P.L.84-
1998, SEC.5; P.L.24-1999, SEC.6; P.L.2-2008, SEC.59; P.L.122-2009, SEC.8.
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IC 25-1-9-2 “Practitioner” defined

Sec. 2. As used in this chapter, "practitioner" means an individual who holds:
(1) an unlimited license, certificate, or registration;
(2) a limited or probationary license, certificate, or registration;
(3) a temporary license, certificate, registration, or permit;
(4) an intern permit; or
(5) a provisional license;
issued by the board regulating the profession in question, including a certificate of registration issued under IC 25-20.
As added by P.L.152-1988, SEC.1.

==

IC 25-1-9-3 “License” defined

Sec. 3. As used in this chapter, "license" includes a license, certificate, registration, or permit.
As added by P.L.152-1988, SEC.1.

IC 25-1-9-3.5 “Sexual Contact” defined

Sec. 3.5. As used in this chapter, "sexual contact" means:
(1) sexual intercourse (as defined in IC 35-41-1-26);
(2) deviate sexual conduct (as defined in IC 35-41-1-9); or
(3) any fondling or touching intended to arouse or satisfy the sexual desires of either the individual performing the fondling or touching or the individual
being fondled or touched.
As added by P.L.200-2001, SEC.1.

IC 25-1-9-4 Professional standards; types of conduct prohibited; certified copy of record as conclusive evidence

Sec. 4. (a) A practitioner shall conduct the practitioner's practice in accordance with the standards established by the board regulating the profession in
question and is subject to the exercise of the disciplinary sanctions under section 9 of this chapter if, after a hearing, the board finds:
(1) a practitioner has:
(A) engaged in or knowingly cooperated in fraud or material deception in order to obtain a license to practice, including cheating on a licensing
examination;
(B) engaged in fraud or material deception in the course of professional services or activities;
(C) advertised services in a false or misleading manner; or
(D) been convicted of a crime or assessed a civil penalty involving fraudulent billing practices, including fraud under:
(i) Medicaid (42 U.S.C. 1396 et seq.);
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(ii) Medicare (42 U.S.C. 1395 et seq.);
(iii) the children's health insurance program under IC 12-17.6; or
(iv) insurance claims;
(2) a practitioner has been convicted of a crime that:
(A) has a direct bearing on the practitioner's ability to continue to practice competently; or
(B) is harmful to the public;
(3) a practitioner has knowingly violated any state statute or rule, or federal statute or regulation, regulating the profession in question;
(4) a practitioner has continued to practice although the practitioner has become unfit to practice due to:
(A) professional incompetence that:
(i) may include the undertaking of professional activities that the practitioner is not qualified by training or experience to undertake; and
(ii) does not include activities performed under IC 16-21-2-9;
(B)
©)
D)
safely;
(5) a practitioner has engaged in a course of lewd or immoral conduct in connection with the delivery of services to the public;
(6) a practitioner has allowed the practitioner's name or a license issued under this chapter to be used in connection with an individual who renders
services beyond the scope of that individual's training, experience, or competence;
(7) a practitioner has had disciplinary action taken against the practitioner or the practitioner's license to practice in any state or jurisdiction on grounds
similar to those under this chapter;
(8) a practitioner has diverted:
(A) alegend drug (as defined in IC 16-18-2-199); or
(B) any other drug or device issued under a drug order (as defined in IC 16-42-19-3) for another person;
(9) a practitioner, except as otherwise provided by law, has knowingly prescribed, sold, or administered any drug classified as a narcotic, addicting, or
dangerous drug to a habitue or addict;
(10) a practitioner has failed to comply with an order imposing a sanction under section 9 of this chapter;
(11) a practitioner has engaged in sexual contact with a patient under the practitioner's care or has used the practitioner-patient relationship to solicit
sexual contact with a patient under the practitioner's care;
(12) a practitioner who is a participating provider of a health maintenance organization has knowingly collected or attempted to collect from a subscriber
or enrollee of the health maintenance organization any sums that are owed by the health maintenance organization; or
(13) a practitioner has assisted another person in committing an act that would be grounds for disciplinary sanctions under this chapter.
(b) A practitioner who provides health care services to the practitioner's spouse is not subject to disciplinary action under subsection (a)(11).
(c) A certified copy of the record of disciplinary action is conclusive evidence of the other jurisdiction's disciplinary action under subsection (a)(7).
As added by P.L.152-1988, SEC.1. Amended by P.L.2-1993, SEC.136; P.L.149-1997, SEC.7; P.L.22-1999, SEC.4; P.L.200-2001, SEC.2; P.L.203-2001,
SEC.3; P.L.1-2002, SEC.96; P.L.197-2007, SEC.22.

failure to keep abreast of current professional theory or practice;
physical or mental disability; or
addiction to, abuse of, or severe dependency upon alcohol or other drugs that endanger the public by impairing a practitioner's ability to practice

IC 25-1-9-5 Optometrists; sanctions; prohibited employment

Sec. 5. In addition to section 4 of this chapter, a practitioner licensed to practice optometry is subject to the exercise of disciplinary sanctions under
section 9 of this chapter if, after a hearing, the board finds a practitioner has accepted employment to practice optometry from a person other than:
(1) a corporation formed by an optometrist under IC 23-1.5; or
(2) an individual who is licensed as an optometrist under this article and whose legal residence is in Indiana.
As added by P.L.152-1988, SEC.1.

IC 25-1-9-6 Veterinarians or veterinary technicians; sanctions; cruelty to animals

Sec. 6. In addition to section 4 of this chapter, a practitioner licensed to practice veterinary medicine or registered as a veterinary technician is subject to
the exercise of the disciplinary sanctions under section 9 of this chapter if, after a hearing, the board finds a practitioner has engaged in cruelty to animals.
As added by P.L.152-1988, SEC.1.

IC 25-1-9-6.5 Chiropractors; Waiver of deductible or a copayment

Sec. 6.5. (a) In addition to section 4 of this chapter, a practitioner licensed to practice chiropractic is subject to the exercise of the disciplinary sanctions
under section 9 of this chapter if, after a hearing, the board regulating the profession finds a practitioner has:

(1) waived a payment of a deductible or a copayment required to be made to the practitioner by a patient under the patient's insurance or health care
plan; and

(2) advertised the waiver of a payment described in subdivision (1).

(b) This section does not apply to the waiver of a deductible or a copayment by a practitioner if:

(1) the practitioner determines chiropractic service is necessary for the immediate health and welfare of a patient;

(2) the practitioner determines the payment of a deductible or a copayment would create a substantial financial hardship for the patient; and

(3) the waiver is based on the evaluation of the individual patient and is not a regular business practice of the practitioner.
As added by P.L.151-1989, SEC.9.

IC 25-1-9-6.7 Marriage and family therapists; disciplinary sanctions
Sec. 6.7. In addition to the actions listed under section 4 of this chapter that subject a practitioner to the exercise of disciplinary sanctions, a practitioner
who is licensed under IC 25-23.6 is subject to the exercise of disciplinary sanctions under section 9 of this chapter if, after a hearing, the board regulating the

profession finds that the practitioner has:
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(1) performed any therapy that, by the prevailing standards of the mental health professions in the community where the services were provided, would
constitute experimentation on human subjects, without first obtaining full, informed, and written consent;
(2) failed to meet the minimum standards of performance in professional activities when measured against generally prevailing peer performance in
professional activities, including the undertaking of activities that the practitioner is not qualified by training or experience to undertake;
(3) performed services, including any duties required of the individual under IC 31, in reckless disregard of the best interests of a patient, a client, or the
public;
(4) without the consent of the child's parent, guardian, or custodian, knowingly participated in the child's removal or precipitated others to remove a
child from the child's home unless:
(A) the child's physical health was endangered due to injury as a result of the act or omission of the child's parent, guardian, or custodian;
(B) the child had been or was in danger of being a victim of an offense under IC 35-42-4, IC 35-45-4-1, IC 35-45-4-2, IC 35-46-1-3, IC 35-49-2-2, or
|C 35-49-3-2; or
(C) the child was in danger of serious bodily harm as a result of the inability, refusal, or neglect of the child's parent, guardian, or custodian to supply
the child with necessary food, shelter, or medical care, and a court order was first obtained;
(5) willfully made or filed a false report or record, failed to file a report or record required by law, willfully impeded or obstructed the filing of a report or
record, or induced another individual to:
(A) make or file a false report or record; or
(B) impede or obstruct the filing of a report or record; or
) performed a diagnosis (as defined in IC 25-22.5-1-1.1(c));
) provided evidence in an administrative or judicial proceeding that had insufficient factual basis for the conclusions rendered by the practitioner;
) willfully planted in the mind of the patient suggestions that are not based in facts known to the practitioner; or
) performed services outside of the scope of practice of the license issued under IC 25-23.6.
As added by P.L.147-1997, SEC.11. Amended by P.L.2-1998, SEC.65.
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IC 25-1-9-6.8 Practitioner guidelines before prescribing stimulant medication for a child for treatment of certain disorders

Sec. 6.8. (a) This section applies to a practitioner who is:
(1) licensed to practice medicine or osteopathic medicine under IC 25-22.5; or
(2) an advanced practice nurse granted prescriptive authority under IC 25-23, and whose practice agreement with a collaborating physician reflects the
conditions specified in subsection (b).

(b) Before prescribing a stimulant medication for a child for the treatment of attention deficit disorder or attention deficit hyperactivity disorder, a
practitioner described in subsection (a) shall follow the most recent guidelines adopted by the American Academy of Pediatrics or the American Academy of
Child and Adolescent Psychiatry for the diagnosis and evaluation of a child with attention deficit disorder or attention deficit hyperactivity disorder.

As added by P.L. 107-2002, SEC. 27.

IC 25-1-9-6.9 Additional professional standards; failure to provide information; providing false information

Sec. 6.9. In addition to the actions listed under section 4 of this chapter that subject a practitioner to disciplinary sanctions, a practitioner is subject to the
exercise of disciplinary sanctions under section 9 of this chapter if, after a hearing, the board finds that the practitioner has:
(1) failed to provide information requested by the Indiana professional licensing agency; or
(2) knowingly provided false information to the Indiana professional licensing agency;
for a provider profile required under IC 25-1-5-10.
As added by P.L.211-2001, SEC.2. Amended by P.L. 206-2005, SEC. 14.

IC 25-1-9-7 Physical or mental examination; power to require

Sec. 7. The board may order a practitioner to submit to a reasonable physical or mental examination, at the practitioner's own expense, if the
practitioner's physical or mental capacity to practice safely is at issue in a disciplinary proceeding.
As added by P.L.152-1988, SEC.1. Amended by P.L.158-2003, SEC.2.

IC 25-1-9-8 Failure to submit to examination; summary suspension

Sec. 8. Failure to comply with a board order to submit to a physical or mental examination makes a practitioner liable to summary suspension under
section 10 of this chapter.
As added by P.L.152-1988, SEC.1.

IC 25-1-9-9 Sanctions; modification or withdrawal of probation

Sec. 9. (a) The board may impose any of the following sanctions, singly or in combination, if it finds that a practitioner is subject to disciplinary sanctions
under section 4, 5, 6, 6.7, or 6.9 of this chapter or IC 25-1-5-4:
(1) Permanently revoke a practitioner's license.
(2) Suspend a practitioner's license.
(3) Censure a practitioner.
(4) Issue a letter of reprimand.
(5) Place a practitioner on probation status and require the practitioner to:
(A) report regularly to the board upon the matters that are the basis of probation;
(B) limit practice to those areas prescribed by the board;
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(C) continue or renew professional education under a preceptor, or as otherwise directed or approved by the board, until a satisfactory degree of skill
has been attained in those areas that are the basis of the probation; or

(D) perform or refrain from performing any acts, including community restitution or service without compensation, that the board considers
appropriate to the public interest or to the rehabilitation or treatment of the practitioner.

(6) Assess a fine against the practitioner in an amount not to exceed one thousand dollars ($1,000) for each violation listed in section 4 of this chapter,
except for a finding of incompetency due to a physical or mental disability. When imposing a fine, the board shall consider a practitioner's ability to pay the
amount assessed. If the practitioner fails to pay the fine within the time specified by the board, the board may suspend the practitioner's license without
additional proceedings. However, a suspension may not be imposed if the sole basis for the suspension is the practitioner's inability to pay a fine.

(b) The board may withdraw or modify the probation under subsection (a)(5) if it finds, after a hearing, that the deficiency that required disciplinary action
has been remedied, or that changed circumstances warrant a modification of the order.
As added by P.L.152-1988, SEC.1. Amended by P.L.48-1991, SEC.21; P.L.22-1999, SEC.5; P.L.32-2000, SEC.10; P.L.211-2001, SEC.3.

IC 25-1-9-10 Summary suspension of license; opportunity to be heard

Sec. 10. (a) The board may summarily suspend a practitioner's license for ninety (90) days before a final adjudication or during the appeals process if the
board finds that a practitioner represents a clear and immediate danger to the public health and safety if the practitioner is allowed to continue to practice.
The summary suspension may be renewed upon a hearing before the board, and each renewal may be for ninety (90) days or less.

(b) Before the board may summarily suspend a license that has been issued under IC 15-5-1.1, IC 25-22.5 or IC 25-14, the consumer protection division
of the attorney general's office shall make a reasonable attempt to notify a practitioner of a hearing by the board to suspend a practitioner's license and of
information regarding the allegation against the practitioner. The consumer protection division of the attorney general's office shall also notify the practitioner
that the practitioner may provide a written or an oral statement to the board on the practitioner's behalf before the board issues an order for summary
suspension. A reasonable attempt to reach the practitioner is made if the consumer protection division of the attorney general's office attempts to reach the
practitioner by telephone or facsimile at the last telephone number of the practitioner on file with the board.

(c) After a reasonable attempt is made to notify a practitioner under subsection (b):

(1) a court may not stay or vacate a summary suspension of a practitioner's license for the sole reason that the practitioner was not notified; and
(2) the practitioner may not petition the board for a delay of the summary suspension proceedings.
As added by P.L.152-1988, SEC.1. Amended by P.L.43-1995, SEC.2; P.L.71-2000, SEC.18; P.L.2-2008, SEC.60.

IC 25-1-9-10.1 Retention of clinical consultants and experts to advise on suspension

Sec. 10.1. The attorney general may retain the services of a clinical consultant or an expert to provide the attorney general with advice concerning the
acts that are the subject of a suspension under this chapter.
As added by P.L.43-1995, SEC.3.

IC 25-1-9-11 Reinstatement of suspended license

Sec. 11. The board may reinstate a license which has been suspended under this chapter if, after a hearing, the board is satisfied that the applicant is
able to practice with reasonable skill and safety to the public. As a condition of reinstatement, the board may impose disciplinary or corrective measures
authorized under this chapter.

As added by P.L.152-1988, SEC.1.

IC 25-1-9-12 Reinstatement of revoked license

Sec. 12. The board may not reinstate a license that has been revoked under this chapter. An individual whose license has been revoked under this
chapter may not apply for a new license until seven (7) years after the date of revocation.
As added by P.L.152-1988, SEC.1.

IC 25-1-9-13 Consistency in application of sanctions

Sec. 13. The board shall seek to achieve consistency in the application of the sanctions authorized in this section. Significant departures from prior
decisions involving similar conduct must be explained in the board's findings or orders.
As added by P.L.152-1988, SEC.1.

IC 25-1-9-14 Surrender of license

Sec. 14. A practitioner may petition the board to accept the surrender of the practitioner's license instead of a hearing before the board. The practitioner
may not surrender the practitioner's license without the written approval of the board, and the board may impose any conditions appropriate to the surrender
or reinstatement of a surrendered license.

As added by P.L.152-1988, SEC.1.

IC 25-1-9-15 Costs in disciplinary proceedings

Sec. 15. Practitioners who have been subjected to disciplinary sanctions may be required by a board to pay for the costs of the proceeding. The
practitioner's ability to pay shall be considered when costs are assessed. If the practitioner fails to pay the costs, a suspension may not be imposed solely
upon the practitioner's inability to pay the amount assessed. These costs are limited to costs for the following:

(1) Court reporters.
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) Transcripts.
) Certification of documents.
) Photoduplication.
) Witness attendance and mileage fees.
) Postage.
) Expert witnesses.
) Depositions.
) Notarizations.
(10) Administrative law judges.
As added by P.L.152-1988, SEC.1. Amended by P.L.158-2003, SEC.3.
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IC 25-1-9-16 Refusal of licensure or grant of probationary license

Sec. 16. (a) The board may refuse to issue a license or may issue a probationary license to an applicant for licensure if:
(1) the applicant has been disciplined by a licensing entity of any state or jurisdiction, or has committed an act that would have subjected the applicant
to the disciplinary process had the applicant been licensed in Indiana when the act occurred; and
(2) the violation for which the applicant was, or could have been, disciplined has a direct bearing on the applicant's ability to competently practice in
Indiana.
(b) The board may:
(1) refuse to issue a license; or
(2) issue a probationary license;
to an applicant for licensure if the applicant practiced without a license in violation of the law.
(c)Whenever the board issues a probationary license, the board may impose one (1) or more of the following conditions:
(1) Report regularly to the board upon the matters that are the basis of the discipline of the other state or jurisdiction.
(2) Limit practice to those areas prescribed by the board.
(3) Continue or renew professional education.
(4) Engage in community restitution or service without compensation for a number of hours specified by the board.
(5) Perform or refrain from performing an act that the board considers appropriate to the public interest or to the rehabilitation or treatment of the
applicant.
(d) The board shall remove any limitations placed on a probationary license under this section if the board finds after a hearing that the deficiency that
required disciplinary action has been remedied.
As added by P.L.33-1993, SEC.15. Amended by P.L.32-2000, SEC.11; P.L.197-2007, SEC.23.

IC 25-1-9-17 Applicant appearance before board or controlled substances advisory committee

Sec. 17. The board and the controlled substances advisory committee (IC 35-48-2-1) may require an applicant for licensure to appear before the board or
committee before issuing a license.
As added by P.L.33-1993, SEC.16.

IC 25-1-9-18 Fitness determination of health care provider; filing of complaint

Sec. 18. (a) If the insurance commissioner forwards to the board the name of a practitioner under IC 34-18-9-4(a) (or IC 27-12-9-4(a) before its repeal),
the board shall consider whether:
(1) the practitioner has become unfit to practice under section 4 of this chapter; and
(2) a complaint should be filed under IC 25-1-7-4.
(b) If the board determines that a complaint should be filed under subsection (a), the board must report to the consumer protection division whether the
board will schedule the matter:
(1) for informal negotiation under IC 25-1-7-6;
(2) on the board's agenda for a vote requesting that the attorney general prosecute the matter before the board under IC 25-1-7-7; or
(3) on the board's agenda for a vote on summary suspension of the practitioner's license pending prosecution of the matter before the board under
IC 25-1-7-7.
(c) A board may designate a board member or staff member to act on behalf of the board under this section.
As added by P.L.43-1995, SEC.4. Amended by P.L.1-1998, SEC.131.

IC 25-1-9-19 Third party billing notice

Sec. 19. A practitioner that provides to a patient notice concerning a third party billing for a health care service provided to the patient shall ensure that the
notice:

(1) conspicuously states that the notice is not a bill;

(2) does not include a tear-off portion; and

(3) is not accompanied by a return mailing envelope.
As added by P.L.178-2003, SEC.12.

IC 25-1-9-20 Authority to adopt rules
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Sec. 20. The board may adopt rules under IC 4-22-2, including emergency rules under IC 4-22-2-37.1, to establish procedures to expedite the issuance or
renewal of a:
(1) license;
(2) certificate;
(3) registration; or
(4) permit;
of a person whose spouse serves on active duty (as defined in IC 25-1-12-2) and is assigned to a duty station in Indiana.
As added by P.L.144-2007, SEC.25.

IC 25-1-9-21 Rules; management and disposition of health records

Sec. 21. The board may adopt rules under IC 4-22-2 to establish requirements for the management and disposition of health records (as defined in IC 16-

18-2-168) on the discontinuation of practice by:
(1) sale;

transfer;
closure;
disciplinary action;
retirement; or
(6) death;
of the practitioner.
As added by P.L.177-2009, SEC.16.
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